VAPHS IRB

Research Project Closure Report

Please complete only if: 
1) Enrollment is closed;

2) Subjects have completed all research-related treatments, interventions, and/or interactions;

3) All data collection is complete and;

4) All data analyses are complete

	Principal Investigator:      

	Phone:       

	Email:      

	Title of Study:      


	MIRB #:      


	Funding Agency/Sponsor*:      


	Effective Study Closure Date:      


	Reason for Study Closure:      



*Please submit copies of any correspondence between the local site and funding agency/sponsor related to study closure along with this report, or when they become available.
1. Subject Enrollment:

a. How many participants did the IRB approve to enroll in the research study at VAPHS?      
b. How many total participants were enrolled in the research study at VAPHS?      
c. How many total participants were enrolled at multi-center sites, if applicable?
      

2. Since initial approval, have any participants withdrawn from the research?


 FORMCHECKBOX 
 NO


 FORMCHECKBOX 
 YES (If yes, please provide additional information including the number of participants 

  withdrawn, and the reasons for withdrawal)

     
3. Since initial approval, were any participants withdrawn from the research by the Investigator? 
 FORMCHECKBOX 
 NO



 FORMCHECKBOX 
 YES (If yes, please provide additional information including the number of participants 
              withdrawn, and the reasons for withdrawal)

      

4. Since initial approval, have any research participants claimed injury from participating in the research project?
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES (If yes, please provide additional information including the number of participants 

             that claimed injury and the nature of those injuries)
     
5. Since initial approval, have there been any modifications to the protocol and/or consent form implemented without IRB approval?

 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES (If yes, please provide additional information regarding the modifications made and the

              rationale for implementing these changes without IRB approval)
     
6. a. Have any unanticipated problems, expected or unexpected serious or fatal adverse events                                                                                                                   occurred since the last IRB review?

 FORMCHECKBOX 
 NO



 FORMCHECKBOX 
 YES (Please complete 6b)

b. Do you have documentation of IRB submission and review?

 FORMCHECKBOX 
 NO [Please submit the appropriate documentation (i.e., Adverse Event Reports or Unanticipated Problem Reports to the IRB for review)]

 FORMCHECKBOX 
 YES



7. a. Is VA research data collected in conjunction with this study stored outside of VAPHS?

 FORMCHECKBOX 
 NO



 FORMCHECKBOX 
 YES (Please complete 7b)

b. Is the data stored off-site considered VA sensitive information (as defined in the VAPHS Research Data Security and Privacy Policy)?

 FORMCHECKBOX 
 NO



 FORMCHECKBOX 
 YES (Please complete 7c, 7d, and 7e)

c. Please describe where this data is stored and the methods used to secure the data:

     
d. When will the data be returned to VAPHS?

     
e. Please describe the procedures planned to sanitize and/or destroy the data:

     
8. a. Did this protocol involve off-site storage of biological specimens?
 FORMCHECKBOX 
 NO



 FORMCHECKBOX 
 YES (Please complete 8b)
b. Have you received written confirmation by the storage site that these samples have been                             destroyed?

 FORMCHECKBOX 
 NO



 FORMCHECKBOX 
 YES (Please attach a copy of the confirmation)
9. Please provide a summary of the research findings. 

     
___________________________________________________________________________________
10. Investigator’s Certification:  

I certify that the above information is correct and complete.  I further certify that informed consent was obtained and documented for all subjects entered into this study.  No subjects were enrolled in the study after the IRB expiration date.  By completing this form I also certify that:  1) enrollment is closed; 2) subjects are not undergoing any study related treatment, intervention, and/or interactions; 3) All data collection is complete and; 4) All data analyses are complete.
________________________________


______________________

Signature of Principal Investigator
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