
Are you ready?  
Inspections … they may be coming … and they are 

different than monitoring visits 

Jared Baeten 
ASPIRE Protocol Chair 



Think ahead to 2016 



But then… 



Why inspections?  Why? 

An inspection is an ‘evidence gathering 
activity’ 
– Not always because something was done wrong 

 
• Protect the rights, safety, and welfare of human 

research subjects 
• Assure adherence to regulations & guidelines 
• Validate the quality , reliability and integrity of data 

collected  

 



What are inspectors interested  
in seeing? 

• Adherence to protocol requirements 
• Investigator oversight 
• SOP implementation 
• Signed and dated ICFs 
• Participants case histories 
• Sponsor/IRB/regulator correspondence  
• Drug accountability 
• AE and EAE accountability 
• May review any information 
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What are inspectors *not* 
interested in doing? 

• Trapping you 
• Fighting with you 
• Finding unnecessary fault 
• Ruining your day… 



So that this is the outcome… 
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