IRB Report of Study Closure  

This is a Word File Document available on the VA NYHHS Research and Development Website. 

The IRB will not accept reports that are handwritten. Please download the file and complete all items required on Microsoft Word.

	1. Principal Investigator Name:
	          

 FORMTEXT 
     

	2. MIRB ID No.       
	3. Promise No.      
	4. Date of this submission:      

	5. Project Title: 
	     

	6. Date of Study Closure:      

	Records Retention:  
Investigator’s research records, must be retained until disposition instructions are approved by the National Archives and Records (Ref: VHA Handbook 1200.05). Records are the property and the responsibility of the local research office. Original research records remains in the facility even if the investigator leaves the institution and the Research Office should be notified accordingly. If the current location where records are stored should change, the Research Office should be informed.
7. Provide specific location of records:      
8. Person to Contact in case of Inspection by VA, OHRP, FDA or other authorized entities:      
9. Archiving Digital Files: If investigator is leaving the facility and research records were stored digitally the PI should make arrangements with IRM for archiving of electronic files in the network folders. ____________________ ( Date this was completed.)

10. Sponsor requirements regarding records retention, if applicable:       (Indicate if none.)
11. If PHI with identifiable data used were to be destroyed indicate date of destruction:      


	Drug and Device Accountability:

12. Requirements for disposal of unused investigational drug/device:      


	Human Subject Enrollment:
13.        Total number of subjects who signed informed consent documents (ICD).

14. 
15.        Total number of subjects withdrawn from the study.

16.        Total number of subjects who claimed injury from participating in the study.

  Initial & Date:              Investigator Certifications:



	
	a) I certify that a signed ICD was obtained for each subject entered into this study.

	
	b) I certify that a HIPAA Authorization was obtained from participants prior to use of individually identifiable personal health information for this research. 

	
	c) If a medical record entry is required for study procedures, I certify that all appropriate progress notes have been entered into CPRS for all participants in this research.

	
	d) I certify that all adverse events have been reported in accordance with VHA’s requirements.

	
	e) If applicable, I have informed the Chief, Pharmacy Service of this study termination.

	For item D above, please include in the report of findings below a summary citing dates, subjects, and circumstances, and state if a report was filed with the Human Studies Subcommittee (IRB) or an external agency such as the NIH or the FDA.

	17. Report of Findings: 

	     

	


__________________________________________


___________________

Signature
of Principal Investigator





Date
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