VA Northeast Ohio Healthcare System

Study Closure Report
IRB# ______________CPA# __________

This form is completed when a research study that was approved by the IRB is completed or ends for any reason.  After a study Closure Report is submitted:

· No interactions or interventions with subjects for the purposes of the research may take place
· No additional data may be collected 
· Data may not be analyzed if it includes identifiable private information about the participants or any of the HIPAA identifiers
· No more individually identifiable specimens from the participants can be tested or analyzed.
I.  Study Identification
	Title of Study
	     

	Principal Investigator (PI)
	     

	Study Number
	     

	PI Contact Information
	Phone:           VA E-mail:          Alternate E-mail:       

	Date of Closure
	        

	Reason for Closure

(Check one)

	  Study                  Study Not Started         Study Stopped           Completed                  or was Cancelled                  


	Status of Data
	  Coded                                      De-identified 

   Access has been removed


II.  Number of Participants Enrolled and/or Subject Data Used
	Please list the specific reasons for participant withdrawal or dropout and the number of participants withdrawing or dropping out for each reason since the last continuing review.  Add as many lines as needed.

Reason for Withdrawal/Drop Out                                                     Number Withdrawn or Dropped                                                                                                                            
                                                                                                                           


	For Entire Study
	Number of Participants

	Total Accrual Goal
	

	Total Enrolled
	

	Total Withdrawn/Dropped Out 
	

	Total Approved
	

	The below information must be completed if the data was collected.

                                           Check this box if the data was not collected   
	

	
	

	Total Males
	

	Total Females
	

	Total African-American
	

	Total Caucasian
	

	Total Asian/Pacific Islander
	

	Total American Indian/Alaska Native
	

	Total Hispanic 
	


III.   Adverse Events, Unanticipated Problems, Complaints, and Audits
	Please complete each of the following questions pertaining to the conduct of this study at your site.

	1. Have there been any adverse events, unanticipated problems, or complaints originating at your site or for the overall study since the last continuing review approval that were not reported to the IRB?  Please check one of the boxes below.

     N/A.  

      No   All adverse events or unanticipated problems that were related or probably 

                  related to the research were immediately reported and all others summarized at the 

                  last continuing review

     Yes.  Immediately report events that were serious, unanticipated, and related or probably   related to the IRB.  Do not wait to submit with this report. For events not immediately reportable, provide the overall total and a summary of the types of events that occurred as an attachment to this report.



IV.   Summary of Study Findings or Reasons for Closure
	Please provide a brief summary of your findings or the reasons for the closure.  If the results of the study were or are to be published please provide a copy of the publication or an abstract.   

	     



V.  Data Analysis and Storage

	Please answer the following questions concerning any remaining data analyses and how the data will be stored.

	1. Do you plan to continue analysis of de-identified data?       Yes         No
If yes, answer the following additional question:

a.  Describe how the data is de-identified or note where in the Research Plan it is described:  

                      
                  Note:  Data must be de-identified according to both Common Rule and HIPAA requirements.

       2.     Describe your plans to maintain data security and privacy of the de-identified data:

                      
3.    Are you submitting any new or missed DSMB/DMC or other oversight reports?
   Yes        No         Not applicable
If yes, explain.      
4.   Were there any unexpected safety developments?  
   Yes        No         Not applicable
If yes, explain.      
5.   If the Research Plan describes plans to share research results with the participants, was this      done 
               Yes        No         Not applicable

If no, explain.      
6.   Will identifiable information be used to re-contact individuals to obtain or provide additional information?
   Yes         No
If yes, explain.      
7.   Have there been any significant new findings (recent literature or other relevant information) that may affect the risks or benefits associated with the research that should be disclosed to study participants? 
   Yes         No
If yes, describe how you will notify research participants.  Submit copies of any letter or materials that you will use.       
            


VI.  Investigator Certification
	The principal investigator must check all applicable boxes below and sign and date the form.


	
	I understand that I may submit this report only if none of the participants are receiving any research-related project interventions or interactions, including interactions or interventions related to collection of long-term follow-up data and the study is permanently closed to enrollment

	
	If the study is being terminated early, orderly participant termination procedures are being implemented and followed as detailed in the approved Research Plan, informed consent and HIPAA authorization

	
	Additional private identifiable information or identifiable specimens from or about the participants are not being obtained.  

	
	The analysis of all study data that includes identifiable private information or identifiable specimens is complete.  

	
	Any remaining data analysis or manuscript preparation only involves de-identified data analysis as described above and in the approved Research Plan.

	
	If any follow-up procedures are being done, they are being done for standard of care

	
	No further contact with enrolled subjects is necessary, except as described in the informed consent for re-contact for additional studies

	
	All data and specimens generated as a part of this study are maintained in compliance with Federal Regulations, local laws, and VA policy, including requirements for privacy, information security, and repository activities.

	
	The study sponsor has provided permission to close the study.  (If applicable)

	
	No participants were enrolled, and/or no private identifiable data or identifiable specimens were collected or generated.

	__________________________________                                                             __________________

Principal Investigator Signature                                                                                         Date




The IRB Administrative Staff may request additional documents with this submission.
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