
Introduction

Project Aim

To assist medical device organisations  improve their implementation of 
traceability and thus the quality of their software and put them on the road to 
regulatory compliance.

Barriers and Proposed Solutions Conclusions

Requirements for Traceability

 » Ireland’s medical technology sector is evolving into one of the leading global 
clusters for medical devices and has been identified by the Iris Government 
as one of the key drivers of industrial growth for the future.

 » Good traceability information is  important to process improvement. It is fun-
damental for change impact analysis, requirements validation and regression 
testing among others. Additionally traceability is used to assure that safety 
related requirements are created from risk analysis activities.

 » Traceability is central to medical device software development and

 » essential for regulatory approval. Due to the difficulties in implementing 
traceability (cost and complexity), many medical device companies are em-
ploying inefficient traceability processes.

 » Software failure in the medical device domain can lead to injury or death. Controlling 
this risk is fundamental to producing quality software. To produce quality software, an 
effective requirements and hazards traceability process is required. Hence traceability 
is central to medical device software development. It is also an essential requirement 
for regulatory approval. 

 » There are many barriers to an organisation implementing traceability, and therefore 
most  existing software systems do not employ traceability. However this is not an 
option within the safety critical domain

 » This work has lead to the development of a traceability assessment model and 
traceability roadmap that mitigates the barriers of a) lack of guidance and b) multiple 
standards requirements for traceability
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Lack of Guidance/ Multiple Standards – Traceability Assessment Model and 
Traceability Roadmap

 » Traceability Assessment Model based on 15504 Process Assessment Model

 » Traceability Roadmap developed by:
1. Identify traceability requirements (or goals) from medical device standards
2. Logically group all goals into milestones
3. Order milestones based on 2 above
4. Validate generated roadmaps
5. Identify activities that can meet the identified goals
6. Validate activities in host organisations
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