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Closure Form
Complete this form in its entirety. Do not add or delete any fields or form will be returned for correction.
Complete this form for accrual closures OR when requesting a temporary closure. If subjects are to continue receiving treatment and/or follow-up, your protocol will be evaluated to determine if continuing review is still required. If your study is complete (no active treatment/follow-up and no data collection or analysis), use a Permanent Closure form instead.
	IRB USE ONLY:    FORMCHECKBOX 
 Expedited review?   Date:             


Date of Submission:      
Closure Date:      
Study Title:      
Protocol #:      

Clinical Phase:  FORMCHECKBOX 
 Phase I or II      FORMCHECKBOX 
 Phase III      FORMCHECKBOX 
 Phase IV      FORMCHECKBOX 
 N/A
Principal Investigator:       

Research Nurse:      
Co-Principal Investigator:       
Email: 
     



Telephone:      

Reason for closure. Check all that apply.
 FORMCHECKBOX 
  Closing to new subject enrollment*; subjects continue with follow-up, per protocol.
 FORMCHECKBOX 
  Closing to new subject enrollment*; subjects continue with treatment, per protocol.
 FORMCHECKBOX 
  Temporary closure. Reasoning:                                                      
Note: Reopening the study will require submission of a Revisions, Addendums, and Updates Form.

*Reason for enrollment termination:

 FORMCHECKBOX 
 Closed by sponsor due to having met accrual goals.
 FORMCHECKBOX 
 Closed per request of Principal Investigator.
 FORMCHECKBOX 
 Other, please explain:                                                      







  Since Last IRB
Subject Status Report (local site only):

Continuing Review        Cumulative   

Number of subjects screened for participation:
    
              

         
Number of subjects enrolled in the study:

              

         
Number of subjects withdrawn from the study:

              

         
Number of subjects who completed the study: 

              

         
Did the subjects have any complaints?
  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No 

  If yes, please describe:                                                      


Was an audit or site visit conducted since the last IRB continuing review?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

  If yes, a copy of the report(s) must be sent to the IRB.
  NOTE: Routine monitoring by the sponsor or their representative does not constitute an audit unless it generates an official written response from the sponsor.

Were any unanticipated problems or serious adverse events encountered since the last IRB continuing review and not previously reported to the IRB?   FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No 

  If yes, please include/attach the adverse event report(s).
Include any additional info the IRB should consider with this accrual closure/temporary closure request:

                                                                                                                                                               
ALL FORMS MUST BE SIGNED BY THE PI.

Principal Investigator (printed):    ____   _______________   



Principal Investigator Signature                                      _    
Date:    _______  
Co-Principal Investigator (printed):    ___________________   



Co-Principal Investigator Signature                                   _    
Date:    _______  
Please send this original form along with any other appropriate documentation** to:

Toshia Jones, IRB Coordinator

McLeod Health - Research Department

(843) 777-2013
toshia.jones@mcleodhealth.org
**PLEASE BE SURE TO SEND ALL DOCUMENTS TO IRB COORDINATOR ELECTRONICALLY.

FOR IRB REVIEWER USE ONLY:

Comments:                                                                                                                   
                                                                                                                                      
Primary Reviewer (printed):                                                       



Primary Reviewer Signature:                                                      
Date:                        
FOR IRB OFFICE USE ONLY: 
 FORMCHECKBOX 
 Approved
 FORMCHECKBOX 
 Deferred    FORMCHECKBOX 
 Conditional approval
 FORMCHECKBOX 
 Disapproved
Closure Approval Date:
                   



Full Board Review:  
                        Letter Sent Date:
                   
11/08, 3/11, 6/13, 4/17, 1/19, 9/21
Closure Form
1
September 2021

