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An Incident of 
Noncompliance Occurs. 

    
  

 

1. Does the incident of 
noncompliance affect or have the 
potential to affect the rights and 
welfare of the participants or 
others, or compromise the 
integrity of the research? 

 
 

2. Did the incident of noncompliance put 
participants at greater risk of harm 
(including physical, psychological, 
economic or social harm) than was 

previously known or decrease benefits of 
the research? 

 

3. Is the incident of noncompliance one that 
is minor (i.e., does not affect the rights and 

welfare of subjects or increase risk or 
decrease benefits) but is similar to one that 

has occurred at the site on previous 
occasions? 

 

 
Report the incident as 
serious or continuing 

non-compliance 
 

 
The non-compliance 

does not meet criteria 
for serious or 

continuing  and need 
not be reported 

 

YES 
 

YES 
 

YES 
 

NO 
 

NO 
 

NO 
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Determining Whether an Incident of 
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The official version of this information will only be maintained in an on-line web format. Any and all printed copies of this material are 
dated as of the print date. Please make certain to review the material on-line prior to placing reliance on a dated printed version. 


