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Did the last review determine 
the study to be minimal risk? 

Yes No 

Yes Yes 

Yes 

No 

No 

No 

No 

Was the study approved 
prior to 1/21/19? 

Expedited Continuing Review required under pre-
2018 Common Rule. See Transition decision tree 
for transitioning study to Revised Common Rule 

Full Board 
Continuing Review 

Status Update 
review only.  

Does any of the following apply? 

- Continuing review required by other applicable regulations 
- Continuing review required by terms of a grant, contract or other agreement 
- Research involves topics, procedures, or data that may be considered   
  sensitive or controversial 
- The research involves particularly vulnerable subjects or circumstances that  
  increase subjects’ vulnerability 
- The investigator has minimal experience in research or the research type,  
  topic, or procedures 
- The investigator has a history of non-compliance 

Expedited continuing review may be recommended 
with flexible time periods. Must document 
justification for continuing review of a minimal risk 
study under the revised common rule.   

Did any of the following apply during the review 
period?? 

- No participants enrolled 
- Closed to accrual active intervention completed 
- Data analysis only 
 

Is the study 
FDA regulated? 

Annual Expedited 
Continuing Review 
Required 

Yes 



Transition to the Revised Common Rule (RCR) Decision Tree for IRB Reviewers 
 

Yes 

Yes 

Yes No 

No 

No 

Was the study approved prior to 1/21/19? 

Do all of the following apply: 

- Not a clinical trial 
- Not FDA Regulated 
- Closed to enrollment 
- Data analysis only 
- Sponsored by a Federal Agency 

Was a transition amendment 
submitted with the routine 
Continuation or Amendment 
submission? 

Conduct review under the pre-2018 Common 
Rule (The original version of the Common 
Rule) 

Approval of the transition to RCR will be added to the IRB Determination 
of the routine continuation or amendment submission. 

 The study will be reviewed under the revised common rule after the 
date of the transition approval.  

Conduct review under the RCR 


