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	VCU IRB

STUDY CLOSURE FORM

	

	Principal Investigator:
	     

	Email:
	     

	Research Coordinator:
	     

	Email:
	     

	VCU Box #:
	     

	VCU IRB #:
	     
	IRB Panel:
	 

	Title of Project:

	     

	

	PLEASE NOTE:  The VCU IRB Written Policies and Procedures, specifically WPP#: X-4; Closure of Study from VCU IRB Oversight, has undergone significant revision, including a revision to the circumstances under which VCU IRB oversight may end and, therefore, a study may close. Please view this policy in its entirety at: https://research.vcu.edu/human-research/hrppirb/hrpp-policies-and-guidance/ 

	

	1. Does your study meet the following criteria for study closure?
 NOTE: All 3 criteria below must be met in order to close the study

	     A. The research is permanently closed to enrollment at the site(s) under the VCU IRB approval
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     B. All interactions/interventions with subjects, or access to subjects identifiable private information

         (including identifiable biological specimens) for the purpose of research data collection is complete
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     C. All use, study, and/or analysis of identifiable private information at the research site(s) under the

          VCU IRB approval is complete. 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	 Note: If no to any of the above 3 questions, STOP – DO NOT close the study with the IRB.  
(If yes to all 3, continue to question # 2.)


	2. Has your project begun? 
(If yes, continue to question # 3. If NO, skip question # 3-7 and proceed to the signature line.)                                                                                                                  
	 FORMCHECKBOX 
 Yes        
	 FORMCHECKBOX 
 No

	

	3.  Are you closing your study earlier than indicated in your protocol?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 n/a

	Note: If yes, attach an explanation.

	

	4.  Since initiation of your study:

	     A.  If your research involves an intervention:

	· How many subjects have been enrolled?
	     

	     B.  If your research involves surveys or interviews:

	· How many subjects provided information?
	     

	     C.  If your research involves only analysis of data, documents or specimens:

	· How many subjects are referenced by your study?
	     


	     D.  If your study involves more than one of the above categories, please estimate the total number of subjects involved:
	     

	

	5.  Since the last IRB review (initial or continuing), has the profile of adverse events (in terms of frequency, severity, or specificity) changed?  If yes, attach a summary of the changes.                         
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	6. Since the last IRB review (initial or continuing), has there been any unanticipated problems involving risks to participants or others?  If yes, attach a summary describing the unanticipated problems involving risks to participants or others. 
	 FORMCHECKBOX 
 Yes  
	 FORMCHECKBOX 
 No 

	

	7. Since the last IRB review (initial or continuing), has there been any other relevant information regarding this research, especially information about risks associated with the research?  If yes, attach a copy or summary of this information. 
	 FORMCHECKBOX 
 Yes  
	 FORMCHECKBOX 
 No

	

	signature of principal investigator or designee:
	
	date of signature:
	

	

	Return (4) copies of the Study Closure Form and attachments (if you answered yes to Questions 3, 5, 6, and/or 7)

	

	for vcu irb use only

	reviewed by:
	
	date:

	action taken:
	

	


	Additional information regarding Study Closure:

· When closing a study, all data DO NOT have to be de-identified. However, identifiable data may not be used to conduct research or for data analysis when the study is closed.

· For multi-center studies: Continuing review of the research by the VCU IRB is not required once the conditions specified in Question #1 are met (following a request for closure), even if (i) interactions or interventions with subjects may be occurring at study sites other than those under the VCU IRB approval; or (ii) data analysis of identifiable private information is ongoing at another central site (site other than those under the VCU IRB approval) that collects and analyzes data from all study sites. 

· For studies closed with the VCU IRB under these conditions, investigators may still respond to queries from the statistical center at the other institution regarding previously collected data about subjects who were enrolled under the VCU IRB approval.

· When closing a project, please be reminded of the following:

· If the project was subject to Health Insurance Portability and Accountability Act (HIPAA) regulations, principal investigators are responsible for maintaining signed consent forms and research records for a minimum of six (6) years from the data of study closure.

· Principal investigators are responsible for maintaining original signed consent forms (if applicable) and all research records for at least five (5) years, and possibly longer if FDA regulated, after the close of the study. 

· Refer to the Office of Research policy on Research Data Ownership, Retention, Access, and Security (https://policy.vcu.edu/universitywide-policies/policies/research-data-ownership-retention-access-and-security.html )
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