Workshop C Format Overview
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QRM process as per ICH Q9


[image: ]During the exercise consider:

· Risk Assessment (including tools/ methodologies)
· Risk Control
· Risk Communication 
· Risk review
· Managing subjectivity and bias
· Use of data and knowledge
· Etc.


Example Product Lifecycle
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ICH Q10 Pharmaceutical Quality System (PQS)
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The PQs Covers the entire lifecycle
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It extends beyond, and augments
GMPs

Importance of management
responsibilities at all
phases of the lifecycle

Major pillars of the PQS model to
be applied appropriately and
proportionally to each stage,
recognising opportunities to

identify areas for continual
improvement

The enablers are applicable to all
phases of the lifecycle. They
support product realisation, the
establishment and maintenance of
astate of control and facilitate
continual improvement
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