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Project brief

The aim is to determine the contribution of signal detection in promoting safe, good quality and
effective medical devices with a primary focus on maintaining a patient-centric approach. The
objectives are to i) analyse current national and international signal detection practices in incident
reporting, ii) establish and validate key definitions through stakeholder engagement, iii) assess the role
of signal detection across five core phases of incident management and iv) develop a targeted training

programme to support implementation and build capacity in medical device vigilance.

Methodology
Scenario analysis of sighal detection A
e Literature review of signal detection practices looking into legislation, guidelines and
international approaches within medical devices vigilance. y
Establishment of definitions and terminology N
e A questionnaire is developed and validated to establish harmonised definitions and
terminology within signal detection.
e Dissemination of questionnaire to experts within competent authorities, economic
operators and users of medical devices. W
Signal detection and Incident Reporting A
e 200 incident reports are analysed through a focus group to explore signal triggers
and response actions that will lead to guidance on signal detection management. y
Training Needs )
* [dentification of training needs in sighal detection of medical device vigilance.
i Development and validation of training modules to promote harmonised approach
in sighal detection supporting enhanced patient safety. )

Results and conclusion

The study design methodology leads to the development of a structured framework that improves
vigilance through standardised reporting and enhanced oversight through the use of harmonized
signhal detection, validation, analysis and management. The research looks into the integration of
artificial intelligence approaches and stakeholder engagement that strengthens signal detection in

relation to medical devices vigilance supporting EU Regulations on medical devices.
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