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Abstract:

The pharmaceutical industry is a vital and strategic sector for any country. In addition
to its primary role of ensuring the availability of sufficient, effective, and high-quality
medicines for both hospital and general use, it serves as a key area of governmental
responsibility and a driver of wealth creation through knowledge-based and technology-
driven production. Recognizing and accurately framing the challenges and vulnerabilities
of this sector is the first step in devising appropriate plans for its improvement and
designing effective executive actions. This study aims to identify the governance
challenges of Iran's pharmaceutical industry through an applied research approach,
employing an exploratory, analytical methodology with a mixed qualitative-quantitative
research design. In the first phase, qualitative data were collected through a thematic
analysis of theoretical literature and interviews with industry stakeholders, leading to the
identification of key governance challenges categorized into eight main areas. In the next
phase, these challenges were analyzed across four levels using structural equation
modeling. The findings highlight four primary governance challenges: (1) weaknesses in
the macro-level policymaking structures and mechanisms of the pharmaceutical sector, (2)
conflicts and gaps in pharmaceutical laws and regulations, (3) deficiencies in
pharmaceutical sector regulation, and (4) the simultaneous execution of both regulatory
(policy-making and governance) and non-regulatory (medicine supply) functions by the
Food and Drug Administration of Iran. The results indicate that all other identified
challenges stem, directly or indirectly, from these core governance issues.
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