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Project brief
Aims & objectives

The growing dependency on medical devices and in vitro diagnostic technologies has significantly improved
healthcare outcomes, while highlighting the critical need for robust regulatory oversight to safeguard patient safety.

The aims of this study were to identify gaps in medical device regulatory sciences with particular focus on patient-
centred approaches, and to develop a post-market surveillance framework to strengthen oversight of patient safety.
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The study consisted of three phases.

= Phase | involved identifying global procedures for
the oversight of post-market surveillance and
vigilance of medical devices. A data collection tool
was developed and shared with European regulatory
experts. Gaps in current regulatory landscape were
identified.

* Insights gathered from Phase | were used for the
development of a regulatory framework in Phase Il.

= |n Phase lll, the framework was pilot-tested using a
selection of incident reports sourced from the Malta
Medicines Authority database. The findings,
highlighting strengths, weaknesses, opportunities
and threats, informed refinement of the framework
(Figure 1).

Figure 1. The Four Key Questions Guiding the SWOT Analysis
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