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Risk-based Classification and Regulatory
Frameworks for In Vitro Diagnostic
Devices: A Comparative Study of the
EU, the United States, and Taiwan
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With the global outbreak of COVID-19 and the rapid
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advancement of diagnostic technologies, the regulation
of in vitro diagnostic medical devices (IVDs) has become
an issue of growing concern worldwide. Risk-based
classification systems are essential for aligning the level
of regulatory oversight with the potential risks of each
device, thereby striking a balance between ensuring safety
and promoting innovation. This article compares the
IVD risk classification and regulatory frameworks of the
European Union, the United States, and Taiwan. It analyzes
the differences in classification principles, regulatory
requirements, and the oversight of laboratory-developed
tests (LDTs) across these jurisdictions, with the aim of
supporting the development of a more robust regulatory
framework in Taiwan and strengthening the international

competitiveness of its IVD industry.
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