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Complete this form when a research project approved by the Durham IRB is completed or ends for any reason.  After a Project 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 biospecimens can be tested or analyzed

Do not complete this form if the study is being closed at the time of the continuing review. Indicate study closure on the Request for Continuing Review form. If the study is being closed outside of continuing review, complete this form and submit to IRB.
1. PROJECT IDENTIFICATION
	Principal Investigator:      

	Study Title:      

	Protocol Number:      



2. STUDY CLOSURE INFORMATION
	1. Attach the research abstract or provide below:         |_| Attached.
     
NOTE: Abstract must include a Background/Purpose, Methods, and Results.     

	1. Indicate below the reason for study closure: Check all that apply

|_| All research activities including data analysis and reporting are complete.

|_| The research is no longer funded.

|_| The research was never initiated.

|_| The PI is leaving the institution and the study will not be transferred to another DVAHCS investigator.  

|_| The Sponsor is requesting closure. Describe reason:      


	2. Date of Study Closure:       

	3. Sponsor closure notice:   |_|  Attached     |_|  N/A



3. ENROLLMENT INFORMATION 
	Participant Enrollment.               |_|  N/A. Study involves Secondary Research. Skip to Secondary Research section below.

	1. Number of participants originally estimated or approved for enrollment at the DVAHCS:       

	2. Total number of participants enrolled (consented):       

	3. Number of participants who completed the study:       
NOTE:  A participant is considered to have completed the research when the participant either completed all research
procedures or completed all research procedures up to a study endpoint.

	4. Of the participants enrolled (consented), total number of screen failures:       

	5. Number of voluntary withdrawals from the research by the participant:      
List reasons for withdrawal:      
NOTE:  A participant is considered to have been withdrawn/discontinued from the research when the subject either stopped participation or the research team stopped the subject's participation early for reasons other than reaching a study endpoint. Do not count screen failures

	6. Number of participants who were withdrawn from the research by the investigator or sponsor:      
List reasons for withdrawal:      
NOTE:  A participant is considered to have been withdrawn/discontinued from the research when the subject either stopped participation or the research team stopped the subject's participation early for reasons other than reaching a study endpoint. Do not count screen failures

	Secondary Research Involving Identifiable Information or Biospecimens Only (E.g., Chart Review Studies)     
|_| N/A. Skip to next section.

	1. Number of records originally estimated for review:                    |_|  N/A

	2. Number of biospecimens originally estimated for use:              |_|  N/A

	3. TOTAL number of records from which information was obtained and used:             |_|  N/A

	4. TOTAL number of biospecimens used or from which information was obtained:             |_|  N/A



4. ADVERSE EVENTS, PROBLEMS, DEVIATIONS, COMPLIANTS, and AUDITS
	1. Have there been any serious, unanticipated, and related adverse events or problems that were not reported to the IRB? |_|  Yes     |_|  No

If yes, immediately report to IRB and describe or attach the report:      

	2. Overall total number of adverse events, including serious adverse events, that occurred under the DVAHCS protocol:      

Summarize the types of adverse events that occurred or attached a list or summary:      


	3. Have there been any participant claims of injury or complaints?  |_|  Yes     |_|  No

If yes, describe or attach a detailed report:      

	4. Does this study have a DSMB or DMC?  |_|  Yes     |_|  No
If yes, have all reports been submitted to IRB? |_|  Yes     |_|  No
If no, attach all DSMB or DMC reports not already submitted to IRB.
  |_|  DSMB or DMC reports are attached.



5. CLINICAL TRIAL INFORMATION.              |_| N/A. Study does not meet the definition of a clinical trial or the study was approved prior to January 21, 2019 and did not transition to the 2018 Requirements. Skip to next section.
	1. Does the study meet the definition of a clinical trial? If no, skip to next section.  |_|  Yes     |_|  No

Clinical Trial: A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health outcomes.

	3. Indicate who is responsible for posting an informed consent form on ClinicalTrials.gov or other approved Federal Website after the clinical trial is closed to recruitment, and no later than 60 days after the last study visit: 
|_| Durham VAHCS Investigator
|_| VHA Office of Research and Development (ORD). For studies funded by the ORD, ORD will be responsible for posting the informed consent document.
|_| Non-VA Sponsor (e.g., industry sponsor)
|_| Lead investigator or awardee who is not affiliated with the Durham VAHCS.

	4. If the Durham VAHCS investigator is responsible for posting, has a consent form been posted on ClinicalTrials.gov?  |_|  Yes     |_|  No       |_| N/A



6. FINDINGS / CONCLUSIONS/ PUBLICATIONS
	1. If the protocol describes plans to share research results with participants, was this done?  |_|Yes   |_| No    |_|N/A
If no, explain:      

	2.  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, have participants been notified?   |_|  Yes     |_|  No
[bookmark: Text69]If no, describe how participants will be notified:         
NOTE: Study cannot be closed until participants are notified of significant findings.

	3. Have there been any publications?       |_|  Yes     |_|  No
Attach any publications that have not already been reported to IRB.    |_| Publications attached. 

	4. Was the VA acknowledged on each publication?     |_|  Yes     |_|  No 



7. INVESTIGATOR CERTIFICATION
	1. All participants have completed research-related project interventions or interactions, including interactions or interventions related to collection of long-term follow-up data, and the project is permanently closed to enrollment.  
2. If the project is being terminated early, orderly participant termination procedures are being implemented and followed as detailed in the approved protocol, informed consent and HIPAA authorization.
3. Additional private identifiable information or identifiable specimens from or about the participants are not being obtained.  
4. The analysis of all study data that includes identifiable private information or identifiable specimens is complete.  
5. Any remaining data analysis or manuscript preparation only involves de-identified data. 
6. If any follow-up procedures are being done they are for clinical purposes only.
7. No further contact with enrolled subjects is necessary, except as described in the informed consent for re-contact for additional studies.
8. If biospecimens and/or data are to be maintained in a repository, the biospecimens and data have been moved to the approved repository in accordance with protocol procedures.
9. All data and specimens generated as a part of this project are maintained in compliance with Federal Regulations, local laws, and VA policy, including requirements for privacy, information security, and repository activities.
10. The study sponsor has provided permission to close the study, if applicable.




	Principal Investigator Signature                                                                                               Date




	IRB USE ONLY

	IRB RECOMMENDATION:

|_| APPROVED. Study closure is approved.
|_| CONTINGENTLY APPROVED. Stipulations must be addressed before study can be closed. Described below.
|_| DISAPROVED. Requires full board review. Study cannot be closed at this time. Describe reasons for disapproval below.


	RECOMMENDATIONS and COMMENTS






	



	IRB Reviewer Signature                                                 Date
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