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Report of Study Completion



HSPP Policy/Procedure
Rev:  9-2011 – Use to close out paper studies with the IRB.  



SECTION 1:  STUDY TITLE







	IRB #
	Study Title
	Sponsor Protocol Number

	
	
	


SECTION 2:  PRINCIPAL INVESTIGATOR AND CONTACT INFORMATION

PRINCIPAL INVESTIGATOR/PROJECT DIRECTOR (PI/PD)

	Name (Last Name, First Name MI)


	Name of Person Completing Enrollment Closure Form

	Mailing Address
	Telephone Number

	Investigator Attestations:

· I certify that the above study has been completed and all research records will be maintained for the time limits mandated by federal regulations.  

· All study related procedures have been completed and all subjects have completed any protocol-required follow up period.

· If sponsored, the sponsors close out visit has occurred and sponsor has requested closure.

· *I understand that if this study is under audit, I may not close out the study until all audit outcomes have been provided in the Audit Final Report.  

	
	
	

	Original Signature of PI
	Printed Name
	Date Signed


SECTION 3:  FINAL COMPLETION REPORT

	Date of Study Completion?
	Total Number Enrolled?*
	Total Number Completed?
	Total # Subjects Withdrawn?

	
	
	
	


*If this study was a chart review or specimen study, please note the total number of charts reviewed or specimens taken.
If this was an intervention study, have all subjects completed all follow up visits per protocol?      Yes      No      N/A   
If No, do not close this study until all follow up visits have been completed.  

SECTION 4:  REASONS FOR CLOSURE

ADDITIONAL COMMENTS:
CLOSURE REVIEWED BY:  

Chair:__________________________________________

Date:______________________________
NOTE:  Closure of this study will be reported to the IRB at a regularly scheduled IRB meeting.  
Why is the study being closed?  (Check all appropriate),


___Data analysis complete


___Interim analysis determined study not safe or effective.


___Protocol has external sponsor, queries are completed and sponsor has closed this site. Site Closure date:__________


___No funding, time or personnel to do the study.


___PI move to another institution and will take data. UofL approval must be obtained to take study data.   


___PI will obtain IRB approval for new institution.   


___PI move to another institution.  Study not completed.  


___








Did the results support or disprove your original hypothesis?  (Check one).


 ___Results supported the hypothesis.   


 ___Results did not support the hypothesis 


___NA – No subjects were enrolled.


 ___NA – Database/registry study.


___ Results are not conclusive.


 ___Sponsor continues with analysis and results are not available at this time. (Only applies if externally funded research.)
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