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Abstract

The present study aims to identify the components of regulatory governance for national
industrial development in the medical devices sector. Considering that the country's
industrial development in medical devices is utilized to ensure public health and enhance
societal well-being, establishing a coordinated model for implementing regulatory
governance is essential for safeguarding national and social health both domestically and
internationally. Such a model can play a crucial role in achieving effective regulatory
governance for industrial development in medical devices. The research method is
qualitative with thematic analysis. The statistical population consisted of experts familiar
with regulatory governance in the medical device industry, from which 14 experts were
selected as the research sample. Data collection tools included expert interviews and
thematic analysis. The results from expert interviews and thematic analysis yielded five
main themes: social and cultural factors, economic and market factors, structural and
technical factors, political and legal factors, and regulatory structures and institutions.
These main themes were further classified into 25 sub-themes, reflecting key factors in
regulatory governance policymaking.
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