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	Request to the IRB to Re-Open a Closed Study


	For IRB use only

	Yr IRB approval first attained:       (If prior to 2012, entire IRB submission package needs to be submitted)
Admin Notes:      
Date Study Approval Expired:               
Date Study Closed by IRB due to renewal lapse:            
Date Study Closed by PI:      
Date request reviewed:                FORMCHECKBOX 
Approved              FORMCHECKBOX 
Not Approved     

	IRB Chair/Designee Signature                        


      Reopening a Study: Requests to reopen a study will undergo either full or minimal-risk review, depending on the activity. 
	SECTION A – STUDY INFORMATION

	IRD-IRB #:          If first IRB approval took place before Jan 2012, all study documents need to be re-submitted using IRB submission package.               

	  Study Title:’      



	SECTION B – Reason study needs to be re-opened

	1. Reason for re-opening the study at this time. (Click box to check all that apply) 

	 FORMCHECKBOX 
 Missed renewal deadline. Check activities that have taken place since missing renewal deadline?:

     a.  FORMCHECKBOX 
 patients have been enrolled, 

     b.  FORMCHECKBOX 
 data collected during lapsed period,  

     c.  FORMCHECKBOX 
 data analyzed during lapsed period
     d.  FORMCHECKBOX 
 no activity took place during lapsed period (neither a, b nor c)

	 FORMCHECKBOX 
 Study had not started; no enrollments had taken place

	 FORMCHECKBOX 
 Query for data clarification/data existing at the time of study closure

	 FORMCHECKBOX 
 Query for new data related to events occurring since study closure

	 FORMCHECKBOX 
 Audit site visit

	 FORMCHECKBOX 
 Other, Explain:      

	Additional Comments, if needed:  
 

	2. Have there been any study-related unanticipated problems or serious adverse events since the study closed?
     FORMCHECKBOX 
n/a, eg. study never started        FORMCHECKBOX 
 Yes ( submit adverse event report        FORMCHECKBOX 
No     FORMCHECKBOX 
Don’t Know    




****End of form. Please submit entire IRB submission package if first IRB approval attained was prior to Jan 2012 electronically to irb@irdresearch.org*****
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