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                Institutional Review Board                                revised: 11/2007

University of South Alabama 

Study Closure – Final Report Form
For Human Subjects Research

Address:




Campus Mail

Office Contact for Questions:

College of Medicine


CSAB #138


IRB Office(251) 460-6308
IRB Office








Facsimile: (251) 461-1595

307 University Boulevard






email: srobbins@usouthal.edu
CSAB #138









Mobile, Alabama 36688







Date of Submission to IRB:     




FOR IRB USE:


IRB Assigned Protocol Number:       



Date Received by IRB: 

 

 

INSTRUCTIONS FOR COMPLETING THIS FORM:
Please complete this closure form when:
1. All subjects have finished their final visits and follow-up

2. The sponsor or the sponsor representative has indicated that the study is closed at your site AND

3. All data analysis is complete

4. Submit 1 copy of form

	Protocol Title:       


	

	Principal/Student Investigator :

	Name/Degree:      
	Title:      
Telephone #:      

	Campus Address:      
	

	Department:      
	Email Address:      

	


Reasons for Study Closure
	(check only one)
 FORMCHECKBOX 
  Closure due to completion of research and analysis
 FORMCHECKBOX 
  Closure due to non-enrollment
 FORMCHECKBOX 
  Project was never initiated at the USA site 

 FORMCHECKBOX 
  Study terminated by sponsor
 FORMCHECKBOX 
  Project terminated by DSMB or other Safety Committee due to safety concerns
 FORMCHECKBOX 
  USA Principal Investigator initiated withdrawal



	Summary of Study Results

	Provide a summary of study results and include the sponsor’s final report if available:
     



	Study Accrual at USA Site

	1. Total number of subjects enrolled (or charts/records reviewed):       
2. Total number of screen failures (if applicable):       
3. If the research only involves analysis of data or specimens, total number of subjects referenced in the study:       


	Premature Withdrawal

	1. Total number of subjects who withdrew early due to an adverse event:       
2. Total number of subjects who were “lost to follow up” :      

	

	Protocol Deviations/Violations

	1. Total number of protocol deviations/violations meeting the USA IRB definition

of major:       

	

	Signature of Principal/Student Investigator

	Signature:       

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
               Date:       

 FORMTEXT 
     

 FORMTEXT 
     



