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Abstract o Néo
Introduction: Although health technologies help imp Re Quality of services, they create
ongoing challenges for health systems. Meanwhile, pafWgg’ attention to ethical, legal, and
ethical dimensions can reduce their negative conseggehees. This study aims to evaluate how
Iranian HTA reports address these dimensions an@tg/derive lessons from international best
practices to strengthen the integration of HT Agdnto health technology policymaking.
Methods: A two-phase comparative, quali@study was conducted. In the initial review
phase, a census of all HTA reports ge edl by the Iranian Office of Health Technology
Assessment was analyzed. Subseq mn the comparative phase, eight countries were
selected based on their established@ship and maturity in HTA systems. Data from both
phases were analyzed using cogtent alysis, utilizing MAXQDA v20 software.

Results: The findings indicate that none of the analyzed reports employed a standardized
framework to address et i(%eg I, or rights dimensions during the assessment or reporting
processes. In contrast, %e ected international comparators integrate these dimensions as
primary criteria for izing technologies for assessment. Furthermore, in these countries,
the utilization of utcomes is either a mandatory or advisory prerequisite for evidence-

informed healtjagfe®nology policymaking.
Conclusion nhance the efficiency and efficacy of HTA in Iran, it is imperative to
ly

systematically @abed ethical, legal, and Legal considerations into assessment and reporting
pr o;#uch integration will facilitate more transparent, equitable, and evidence-informed
p& ing, thereby bolstering the scientific credibility and social legitimacy of HTA.
EstabMshing standardized frameworks and defining binding mechanisms for incorporating
HTA findings into the policy cycle is essential.
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What was already known about this topic

- Health technologies pose ongoing challenges to healthcare systems.

- Policymakers are often unable to assess the value and implications of technologies solely on the
basis of complex technical data.

- Rational decision-making requires a comprehensive understanding of the wide-ranging impacts
associated with health technologies.

What this study added to our knowledge

- Health technology assessment (HTA) reports in Iran do not follow a uniform framework for

examining the broader dimensions of health technologies, particularly their ethical, | nd social
implications.
- Countries at the forefront of HTA have adopted specific requirements for t gy-related

decision-making that take ethical, legal, and social dimensions into accoupt.
- Because the ethical, legal, and social dimensions of HTA constitute intgggalN9omponents of the
policymaking process, the linkage between HTA and health technologyfolf€ymaking should be

decisions.

ensured on the basis of these dimensions in order to safeguard the @y and legitimacy of policy

Extended Abstract &
Introduction @

Health technologies have become indispens tools for improving healthcare quality and
outcomes; however, they simultaneousl uce persistent challenges to health systems
worldwide. In this context, Health ology Assessment (HTA) has emerged as a
systematic, evidence-based approﬁo inform decision-making regarding the adoption,
utilization, and reimbursement of h technologies. HTA plays a pivotal role in resource
allocation, technology prioritiZation, and the promotion of health equity [1]. Nevertheless,
HTA decision-making ca e/confined solely to clinical and economic considerations.
Ethical, legal, and right§seirfensions - often referred to as Ethical, Legal, and Social Issues
(ELSI) - must b matically integrated into the assessment process to ensure
comprehensive & cially legitimate decisions. Ignoring these dimensions may vyield
decisions that #mg s@entifically acceptable but face substantial challenges from social, ethical,
or legal perf@es, ultimately undermining public trust and policy effectiveness [2,3].

p ntly on clinical effectiveness and cost-effectiveness, with ethical and legal aspects
receiving comparatively less methodological attention [4,5]. This gap is particularly
concerning given that ethical, legal, and social considerations are inherently embedded in the
normative nature of evidence generation and synthesis within HTA [6]. International evidence
suggests that HTA reports explicitly addressing these dimensions are more useful for
policymakers, as these factors are critical for policy decisions [7,8]. Furthermore, proper
evaluation of clinical evidence and judicious resource allocation are essential for ethical
policymaking, reflecting the dynamic relationship between society and health technologies
[9,10].

De pi@theoretical recognition of these dimensions, HTA reports have historically focused
‘re&;;
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In Iran, although HTA has been established for over two decades, evidence indicates that
ethical, legal, and rights dimensions have not been systematically incorporated into HTA
reports [4,11]. This situation may reflect a gap between the theoretical capacities of HTA and
its practical application in decision-making processes. Therefore, examining how existing
reports address these dimensions is essential for improving the quality and effectiveness of
Iran's HTA system. This study aims to evaluate how Iranian HTA reports address ethical, legal,
and rights dimensions and to derive lessons from international best practices to strengthen the
integration of HTA into health technology policymaking.

Methods

Study Design: This two-phase comparative, qualitative study was conducted to %&e
integration of ethical, legal, and rights dimensions in Iranian HTA reports and cW these
practices with international models.

Phase One - Review of Iranian HTA Reports: The study population ised all HTA
reports conducted by the Iranian Office of Health Technology AsS&ssment (up to 2024). A
census sampling approach was employed, and all reports were mcluthe analysis. Reports
were identified through systematic searches of the Ministry of @ s HTA website and the
National Institute for Health Research database. Inclusign equired that reports were
commissioned by the Iranian HTA Office. Duplicate N d non-HTA documents were
excluded. 6

Phase Two - Comparative International A is: Eight countries were purposively
selected based on their established leadershig and maturity in HTA systems, categorized
according to Gardin's health financing typ@@v Germany and France (traditional insurance
systems); Finland and Canada (nationa@lt insurance systems); Denmark and the United
Kingdom (national health systems); United States and Australia (integrated insurance
systems). Additional selection crit8ga” included document availability in English and the
structure of each country's HT&A system. Data were collected through systematic searches of
health system websites, HT, éficy websites, and international HTA networks.

Data Extraction and sis: A data extraction form was designed by the research team to
systematically cap r@levant information. Data from both phases were analyzed separately
using Braun and ﬁ e's thematic content analysis methodology, facilitated by MAXQDA v20

d codes were identified through iterative reading, coding, and consensus-

software. Th
building amorggresearch team members. Findings were subsequently described, analyzed, and
d

interp@o ive practical recommendations for improving Iran's HTA system.
R&s

Phase One - Iranian HTA Reports: A total of 150 reports were initially identified, of which
142 were included in the final analysis after excluding duplicate and non-HTA documents.
None of the analyzed reports employed a standardized framework to address ethical, legal, or
rights dimensions during either the assessment or reporting processes. The thematic analysis
revealed four main ethical themes: (1) impact on justice and equity—including exacerbated
inequalities in service access, increased out-of-pocket payments, catastrophic health
expenditures, inadequate insurance coverage, and resource allocation trade-offs; (2) patient
autonomy and decision-making—including informed consent requirements, respect for patient
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choice, and adequate time for decision-making; (3) human dignity and respect—including
privacy protection, respect for cultural and religious beliefs, and maintenance of professional
values; and (4) beneficence and non-maleficence—including patient welfare, quality of life
improvements, and patient-centered care. Legal and regulatory themes included the need for
law revision, professional licensing, national registration protocols, and institutional standard-
setting. However, the fragmented presentation and lack of analytical depth, stemming from the
absence of a standardized analytical framework, diminished the reasoning power and reliability
of these conclusions.

Phase Two - International Comparison: All eight comparator countries considere ical,
legal, and rights outcomes as primary criteria for prioritizing technologies for asSgssment.
Regarding legal requirements, France, Germany, Finland, Australia, the United Kiagdo®r, and
Iran have established legislative requirements for HTA results to be consider %@cision-
making processes, while Canada, Denmark, and the United States have n i
Implementation mechanisms varied substantially: Germany mandates H
decisions through the Federal Joint Committee (G-BA); the United
Institute for Health and Care Excellence (NICE) guidelines to be
months through the National Health Service; France, Finlan alia, and Iran employ
advisory approaches where decision-makers partially rglym A recommendations; and
Canada, Denmark, and the USA operate under consultw works without binding HTA

requires National
mented within three

requirements.

Discussion @

The findings reveal a significant gap bet Iran and leading HTA systems regarding
systematic integration of ethical, leg rights dimensions. Iranian HTA reports
demonstrate awareness of these dim@ns but lack structured analytical frameworks,
resulting in fragmented and super, reatment of critical issues. The predominance of
justice-related themes—including &bated inequalities, catastrophic health expenditures,
and inadequate insurance covetage—reflects the Iranian health system's sensitivity to equity
concerns amid economic ¢ g%s and demographic transitions [4,11]. However, the absence
of standardized metho undermines the robustness and policymaking utility of these
analyses.

The internation Iﬁpparison highlights several important lessons. Countries with more mature
HTA syste developed explicit frameworks for integrating ethical, legal, and social
dimensions th hout the assessment process [12,13]. Germany's mandatory use of HTA for
co r@eisions and the United Kingdom's requirement for NICE guideline implementation
d’e& te that stronger linkage between HTA and decision-making can standardize access
and retuce geographical inequities [14,15]. Recent international trends, including the European
Union's Health Technology Assessment Regulation (EUHTAR) implemented in 2021,
increasingly require structured integration of ethical, legal, and social dimensions, reflecting a

paradigm shift from purely technical toward multidimensional, transparent, and accountable
assessments [16].

The advisory nature of HTA utilization in Iran, similar to Canada and Denmark, limits its
effectiveness compared to mandatory implementation models. While the legal requirement for
considering HTA results in decision-making represents a positive foundation, the absence of
binding implementation mechanisms and standardized assessment frameworks constrains
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HTA's impact on health policy [17]. For Iran, two complementary reforms are essential: first,
developing structured frameworks for identifying, analyzing, and reporting ethical, legal, and
rights dimensions; second, strengthening institutional linkages between HTA outcomes and
decision-making processes through clear mechanisms for implementation monitoring and
impact evaluation.

Several limitations should be acknowledged. First, selected countries were chosen based on
HTA leadership and document accessibility; findings may not be generalizable to all health
systems. Second, the qualitative nature and thematic analysis methodology involve some
researcher interpretation, though systematic coding and iterative review enhanced anwal

validity. Third, differences in health system structures, development levels, legal fra S,
and decision-making mechanisms across countries may limit direct comparabilityrb

Conclusion

Ethical, legal, and rights dimensions are inseparable components of HTA c@: gses and health
technology policymaking. However, Iranian HTA reports haveSpot systematically and
structurally addressed these dimensions, representing a critical n current practices.
Integrating these considerations into HTA processes ca lance decision quality,
transparency, and social legitimacy while promoting, eBdli and efficient resource
allocation. To strengthen Iran's HTA system effectivagesSit s imperative to: (1) develop
standardized frameworks for examining ethical, legal, jghts dimensions, adapted to Iran's
institutional, legal, and social context; (2) enhan ators' specialized capacity through
targeted training and the establishment of multig@igciplinary assessment teams including
medical ethicists and legal experts; and establish formal, binding mechanisms for
incorporating HTA findings into polic &ons, including transparent monitoring of
implementation and evaluation of imp n access and equity indicators. Such approaches
can strengthen the evidence-to-p Inkage, transforming HTA into a more practical,
accountable, and equitable tool for h8gtth policymaking in Iran.
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