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• Performance and Context Based Established 
Conditions for Analytical Procedures 
– Jörg Hoffmann (EFPIA AQbD Team) 

 

• Value of Fundamental Scientific Approaches to 
Understanding Stability in Lifecycle Change 
Management 
– Ron Ogilvie (Pfizer) 
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• Change Management Master File 
– Mike Fenster/Ron Ogilvie (Pfizer) 

 
 

• Linking established conditions to Lifecycle 
Strategy 
– Kowid Ho (Roche Genentech) 
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• PACMPs for Design Space 
– Carly Evans & Amy Walia(Vertex) 

 
• PQS aspects of Established Conditions 

– John Gilday (AstraZeneca) 
 

• Expanded PACMPs 
– John Gilday (AstraZeneca) 
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• Lifecycle Management 
– Nancy Cauwenberghs (GSK Vaccines) 

 

• Change Management Protocols 
Small molecule, Generic experience 

– Jo-anne Soltesz (Sandoz) 
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