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1.Define the problem to be solved.
2.Procure a dataset
3.Train the model
4.Test  the  product
5.Release  the  product
6.Monitor the behaviour of the product



Current AI Guidance

And more…



Assurance of Machine Learning for use in Autonomous Systems (AMLAS)
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Process Argument Pattern



Assurance of Machine Learning for use in Autonomous Systems (AMLAS)
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?
Additional 

Stages
Safety Case 
for deployment 
and use of ML 

• Summary of findings:
• Development of healthcare specific guidance for AMLAS
• Develop additional stages for deploying healthcare organisations (Adopters)
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Risk-Confidence-Conformance Approach



ML Operational 
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Safety Scope Assurance 
Argument Example



Google – Diabetic Retinopathy

• Real-world images lower quality 
than training set

• Technical hardware limitations
• Workflow variance



MHRA Work Packages

MHRA, Software and AI as a Medical Device Change Programme. 2021



CQC – Healthcare Services Regulator

• Audit Services not ML
• Recognised need to 

update their approach

CQC, Using machine learning in diagnostics services. 2020



Questions?


