
  Open   Participants may be enrolled. 
   Draft  Proposal has not yet been submitted to the IRB. 

   Pending   
Proposal has been submitted to the IRB, but has not yet received final 
approval. 

   Cancelled     
The study received IRB approval, but the PI has chosen not to 
continue/complete the study. 

   Completed    

The study received IRB approval and has been conducted as approved 
by the IRB.  All subjects have finished treatment; there is no further 
participation/intervention; data collection and analyses are finished. 

   Declined     The IRB will not be conducting any further review of this study. 

   Follow-up   

Enrollment is closed and no subjects are receiving study drugs or 
active intervention; research staff continue to monitor participants’ 
condition 

   Closed to accrual 
Enrollment is closed but at least one subject continues to receive  
study drugs or active intervention 

   Suspended    
Study is temporarily closed by the IRB because of OHRP–reportable 
problems in the conduct of the research. 

   Terminated   
Study is permanently closed by the IRB because of OHRP-reportable 
problems in the conduct of the research. 

   Administratively Closed    
Study is permanently closed by the IRB—often for non-response to 
requests by the IRB. 

   Withdrawn     
Proposal has been submitted to the IRB, but the investigator requests 
that no further review take place. 

   Exempt   

Proposal fits into one or more categories designated by DHHS as 
“exempt” from ongoing IRB review.   Note that the IRB (not the 
investigator) makes the determination of exemption. 

   Temporary Closure Study is temporarily closed by the investigator or sponsor. 
   Not Human Research  The study does not fit the DHHS definition of human research 
 


