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The European Union put forward a legislative proposal
to simplify rules concerning medical devices and in vitro
diagnostic medical devices in December 2025; the proposal
includes adjustments such as procedural simplifications,
a reduction in administrative burdens, improved
predictability and cost-effectiveness of certification, and
enhanced coordination among expert panels. This article
highlights the regulatory adjustments for medical devices in
the European Union and discusses recommended strategies
for Taiwanese manufacturers seeking to enter the European
Union market. It offers response recommendations—
covering technical, regulatory, and market dimensions—
focused on three suggestions: overcoming bottlenecks
in clinical data translation and data governance;
utilizing advisory groups to determine preliminary risk
classifications and regulatory frameworks; and integrating

real-world validation across the product lifecycle.
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