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Poster Preparation Instructions

1. Poster Dimensions & Material
• Size: A1
• Material: Matte paper, 150-200gsm

2.  Text Formatting
• Font: Aptos, Calibri, or Lato (The same font must be used 

throughout the poster)
• Title font size: 50-70 pt (If your title is long, you may need 

to use a slightly smaller font size)
       
3.  Text Formatting Tools

• To remove existing formatting before pasting text, use: 
deformat.johnjago.com

4.  Presenter Information (Upper Right Corner)
• Include only:

o Main applicant (presenter)
o Principal Investigator (if different from main applicant)

     Note: Co-authors can be included in the full programme.

5.  General Layout Guidance
• Follow the template sections: Project Brief, Methodology, 

Results & Conclusions, and Images.
• Ensure all text and images are legible and visually 

separated.
• A suggested word count is provided for each section as 

guidance. The overall poster should not exceed 350-400 
words in total.

Project brief

Medical device safety, quality, and efficacy are fundamental to patient protection and public health. Signal 

detection plays a key role in post-market surveillance by enabling the early identification and management 

of emerging safety concerns. This research aims to develop harmonised definitions and terminology for 

signal detection and management in medical device vigilance.

Methodology

Results & conclusions

The study identifies a lack of harmonised and standardised approaches to signal detection and 

management in the medical devices field. In response, a List of Signal Detection Terminology and 

Definitions containing 30 terms was developed. Validation by a focus group of 10 experts showed 

consensus that the proposed terminology was clear, relevant, and appropriate for regulatory use.

These findings contribute toward a harmonised approach to materiovigilance across EU Member States. 

Further research is ongoing to validate the terminology with stakeholders, including economic operators, 

notified bodies, clinicians, and users, to support framework development.

Luca Galea

Department of Pharmacy
Faculty of Medicine and Surgery

Harmonising Terminology for Signal Detection in Medical 
Device Vigilance

Scenario analysis of signal detection practices 

• Literature review of signal detection practices focusing on legislation, guidelines and
international approaches within materiovigilance.

Establishment and validation of definitions

•Development of a questionnaire to establish harmonised definitions and terminology within
signal detection.

Focus Group Validation

•Dissemination of questionnaire to experts within competent authorities, economic operators
and potential users of medical devices.
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