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CLOSURE FORM 

For Primary Investigator completion


	
	
	

	Please fill out this form if your project has been permanently completed or terminated.



	

	Study Title:
	
	

	
	

	Principal Investigator:
	
	

	
	
	

	Form completed by:
	
	

	
	
	

	Date:
	
	

	Individuals must electronically sign the package in IRBNet  or provide a “wet ink” signature prior to submission. The electronic signature on IRBNet will represent the individual’s attestation that this is an electronically verified report confirmed by the Principal Investigator.


	

	

	

	
	

	1.
	Reason for closure 

	
	

	
	
	

	2.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  
	Lapse:   Has there been a lapse between your current project expiration date and the submission of this closure application? If yes, complete A.

	
	
	

	
	
	A.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  
	Have any research activities (i.e. data collection, data analysis) occurred after the projects expiration date?  If yes, complete B

	
	
	B.
	Please provide a description of the research activities that occurred after the projects expiration date.

	
	
	

	
	
	

	3.
	Data Storage  
	

	
	
	A.
	Can the identity of any subjects be readily ascertained by the investigator or associated with the information collected?

	
	
	
	

	
	
	B.
	What is the plan for storage and protection of the data?

	
	
	
	

	
	
	C.
	Who has copies of the data?

	
	
	

	
	
	

	4.
	Summary Please provide a brief summary of your study including relevant findings.

	
	

	
	
	

	5.
	Subject Enrollment  This includes contact with subjects, data collected on subjects, or number of subjects in an existing data source.

	
	
	
	

	
	A.
	
	Total number of local subjects enrolled to date

	

	
	B.
	
	If this is a collaborative, multi-site (e.g., national) project; total subjects enrolled to date (nationally and/or internationally if applicable)

	
	
	
	

	6.
	Subject Withdrawal

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Have any recruited subjects withdrawn from the research in the last approval period?  If yes, complete a and b.

	
	
	
	A.
	
	Number of Voluntary withdrawals. Explain below:

	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	B.
	
	Number of Involuntary withdrawals. Explain Below:

	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	7.
	Unanticipated Problems or Adverse Events, Safety Monitoring

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Have there been any unanticipated problems or adverse events in the last approval period? If yes, complete a through d.

	
	
	
	A.
	
	Number of adverse events in the last approval period

	
	
	
	B.
	
	Total number of adverse events in the last approval period (local and non local)

	
	
	
	
	
	

	
	
	
	C.
	
	Number of unanticipated problems in the last approval period

	
	
	
	
	
	

	
	
	
	D.
	Please provide a summary of adverse events.

	Status of Report
	SAEs from Sponsor
	Date Submitted to IRB

	
	
	

	Pt ID#
	Local SAEs
	Date Submitted to IRB

	
	
	

	
	
	
	E.
	Please provide a summary of unanticipated problems below:

	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	8.
	Complaints

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Have there been any complaints by the subjects or their representatives related to their participation in this study in the last approval period? If yes, complete A and B.

	
	
	
	A.
	
	Number of complaints

	
	
	
	B.
	Please provide a summary of complaints below:

	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	9.
	Publications  List all relevant publications resulting from this project
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