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Acceptable Risk Assessment Strategies & Outstanding 
Analytical Challenges

1. What questions have sponsors received from 
regulators regarding their risk assessment 
strategies?

2



Acceptable Risk Assessment Strategies & Outstanding 
Analytical Challenges

2. If testing performed, what was done?
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3. Does risk assessment strategy leverage the ICH 
Q3D 30% threshold? 

–
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4. What analytical challenges have been 
encountered?
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5. Are there remaining concerns regarding risk 
assessment strategies or analytical challenges?  

–
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Open Ended – solicit discussion
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