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        INSTITUTIONAL REVIEW BOARD

STUDY CLOSURE FORM (Version 4/09)
Form must be sent electronically or typed for submission to PH IRB.
Please submit 1 copy of completed Study Closure Form.
(NOTE:  A Study Closure Form should be submitted when the study is closed to accrual, and, all patients have completed the long-term follow-up phase of the study, and/or all study patients have died, and, if no further data will be requested from your site.)
	Principal Investigator: 

	Study Coordinator (SC): 
	SC Phone: 

	Fax: 
	SC pager #: 
	SC email: 

	Office Name:
	

	Office Address:
	

	City, State   Zip:
	

	Protocol #: 

	Title of Protocol: 


	Total number of subjects approved for enrollment by PH IRB:
	

	Total number of subjects enrolled:
	

	Total number of subjects withdrawn from Study and all follow-up visits, including deaths:
	

	Please list reasons for each withdrawal:
	

	Total number of subjects Completed Study and all Follow-up Visits: 
	


	Research Results Obtained:
	


Please list all Serious Adverse Events (SAE) (i.e., serious unanticipated events, hospitalizations, deaths) which have occurred in the Study:

	Type of SAE
	Patient Initials
	Date of SAE
	Brief Summary of SAE

	
	
	
	

	
	
	
	


(Please press “Tab” to create more rows.)

	Were all SAE’s reported to PH IRB?
	
	Yes
	
	No


If No, please submit all SAEs to PH IRB at this time utilizing the Serious Adverse Event Form.

Please check one or more reasons that may apply for study closure and explain, if necessary:

	
	Study Reached Accrual goals
	

	
	Study Closed Due to Adverse Event(s):  Please Specify:
	

	
	Procedure or Drug/Device Now Approved, Date of Approval:
	

	
	Other, Please Specify:
	


I certify that as of the date below, subjects are no longer being actively enrolled or followed on the above Study, and/or all study patients have died, and no further data will be requested from my site.  Therefore, this Study should be officially closed by the PH IRB.  The PH IRB has my permission to destroy the PH IRB file 3 years after closure.

_______________________________

_______________

Principal Investigator






       Date

_______________________________




      _______________

Study Coordinator







       Date
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