
Noncompliance Decision Tree: What and When to Report to the UTSW HRPP/IRB 
 

Version 1.0                        Effective: November 18, 2019 

Use the following decision tree(s) to determine if an event constitutes noncompliance, serious noncompliance, and/or 
continuing noncompliance, and report according to UTSW HRPP policy 9.5.  
 
Serious noncompliance and/or continuing noncompliance is promptly reported to the UTSW IRB/HRPP via RE within 5 
working days of discovery. Noncompliance that is neither serious nor continuing should be tracked and summarized in the 
progress report at the next continuing review or notice of study closure, whichever comes first.  
 

 

 

 

 

 

 

  

 

 

 

  

Were federal 
regulations & 

state/local laws 
followed as 

written? 

Were institutional 
policies followed 

as written? 

Were IRB requirements 
& approved documents 

(e.g., protocol, ICD, 
Smartform) followed as 

written? 

This is Noncompliance.  
Proceed to Step 2 to determine if the noncompliance is serious. 

 

This is NOT 
noncompliance. 
Noncompliance 

review ends here. 

Yes 

No 

Yes 

No No 

Yes 

STEP 1: Determine if noncompliance occurred 

Start here 

Conduct UPIRSO 
review using UPIRSO 

Decision Tree 

https://www.utsouthwestern.edu/research/hrpp/assets/policies-combined.pdf
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1 Noncompliance that is neither serious nor continuing should be tracked and summarized in the progress report at the next continuing review or notice of study 
closure, whichever comes first. 

 

Did the 
noncompliance 

increase the 
risk of harm to 

subjects? 

Did the 
noncompliance 

adversely affect the 
rights, safety, or 

welfare of subjects? 

Did the noncompliance 
substantially 

compromise the 
integrity, reliability, or 

validity of the research? 

This is Serious Noncompliance. Report via RE within 5 working days of discovery.  

This is NOT 
serious  

noncompliance1  
 

Step 2: Determine if the noncompliance is serious 
 

Start here 

No No No 

Yes Yes Yes Proceed to Step 3 
to determine if the 
noncompliance is 

continuing 



Noncompliance Decision Tree: What and When to Report to the UTSW HRPP/IRB 
 

Version 1.0                        Effective: November 18, 2019 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1 Noncompliance that is neither serious nor continuing should be tracked and summarized in the progress report at the next continuing review or notice of study 
closure, whichever comes first. 

 

This is Continuing Noncompliance. Report via RE within 5 working days of discovery. 

This is NOT 
continuing 

noncompliance1  

Start here 

No No 

Yes Yes 
Conduct UPIRSO 

review using UPIRSO 
Decision Tree 

Step 3: Determine if the noncompliance is continuing 
 

Is the noncompliance repeated (in one or 
more protocols simultaneously or over a 

period of time) or continuing to occur 
after initial discovery? 

Is the noncompliance due to 
inadequate efforts to take or 

implement corrective or preventive 
actions within a reasonable timeframe? 


	No

