
 

 

Robi Tomc 
 
has completed a one day European Event on 6 May 2025 in Vienna, Austria 
covering the following subject 
 

ECA - Computerised System Validation: Introduction to 
Risk Management 
 
 

Contents of the course: 
 

• Introduction and Welcome – What the participants expect 
 

• An Introduction to Risk Management including ICH Q9 
 

• Risk Management the GAMP®5 Way  
 

• Risk Assessment the GAMP®5 Way 
 

• An Introduction to Risk Ranking 
 

• Workshops:  
➢ Risk Management Applied to a Computerised System 
➢ Functional Risk Assessment Applied to a Control System 
➢ Applying Risk Ranking to Determine System Remediation 

Priorities 
 

 

• An Introduction to Risk Ranking 
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