	VCU IRB

STUDY CLOSURE FORM

	

	Principal Investigator:
	     

	Email:
	     

	Research Coordinator:
	     

	Email:
	     

	P.O. Box #:
	     

	VCU IRB #:
	     
	IRB Panel:
	 

	Title of Project:

	     

	

	PLEASE NOTE: The circumstances or conditions under which VCU IRB oversight may end, and therefore, a study may close, have changed (effective 3-31-06). You must follow guidance on Study Closure in the VCU IRB Written Policies and Procedures (specifically WPP#: X-4) available at http://www.research.vcu.edu/irb/wpp/flash/X-4.htm

	

	1.  Does your study meet these circumstances or conditions?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Note: If no, STOP – DO NOT close the study with the IRB.  (If yes, continue to question # 2.)


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

	

	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

	

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

	

	signature of principal investigator or designee:
	
	date of signature:
	

	

	for vcu irb use only

	reviewed by:
	
	date:

	action taken:
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