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1.
Purpose: To define the process to be followed when closing a research study.


2.  Policy
The completion or termination of the study is a change in activity and must be reported to the IRB.  Principal Investigators (PIs) close a study when human subjects are no longer being followed or studied. Although subjects will no longer be "at risk" under the study, a final report/notice to the IRB allows it to close its files as well as provides information that may be used by the IRB in the evaluation and approval of related studies.

3. Specific Policies

A)
Determining When a Project Can Be Closed

1.
When individually identifiable follow-up data are no longer being collected on subjects enrolled and when data analysis is complete, the study may be closed.
2.
When all subjects have finished their final visits and follow-up, the sponsor or sponsor representative has indicated the study is closed at the local site and all data analysis at the local site is completed.

2.
Multi-site industry supported studies may be closed when the Investigator submits his or her final report.

3.
If a study was not initiated, or no research activities have occurred within six months of the last re-approval date, the PI may request closure of the study.


B)
Project closure reports when IRB approval has expired

Investigators must submit a closure report to the IRB even when the IRB approval has expired.  Failure to submit a closure report after multiple attempts may affect future submissions by the investigator(s).

C)
Final Reports

Once all activities are complete and there is no longer a need to access identifiable participant information, the study should be closed out with the Avera IRB. Investigators are encouraged to notify the Avera IRB using the Continuing Review/Final Report form 30 days after completion or termination of the study. The Investigator’s designee at the investigative site may submit the reports.  

The IRB Manager will review all reports of study completion and, if needed, request further information from the Investigator or his/her designee to clarify any questions that may arise.  Once all closure information has been received, the IRB manager will administratively close the study. 
A listing of closed studies will be presented to the IRB at the next meeting, and copies of the Final Report and any supplementary information are made available to the IRB members upon request.

D.
Exempt Studies
Once each year, the IRB sends the Investigator an Exempt Study Status letter. The Investigator indicates on the letter if the study is currently active has been completed or terminated and returns the letter to the IRB.
1)
Upon receipt of the letter from the Investigator, the IRB processes the letter based upon the 
response given. If the Investigator indicates the study is active, the letter is filed in the study 
file.

2)
If the Investigator indicates the study has been terminated or completed, the IRB staff generates the appropriate closure letter from the IRB. The termination or completion is recorded in the next appropriate agenda/minutes for reporting to the IRB.

E
Process overview
1.
The IRB Manager will generate and sign a final closure letter. The IRB Manager will send the letter to the Investigator and file the final closure report and a copy of the closure letter in the study file.  


The file will be marked with the closure date on the front cover and filed in a separate area 
for inactivated study files.


External adverse event reports from sites other than the local IRB site are no longer reported 
to the Avera IRB unless the trial sponsor has determined that the event results in the need for 
modification to the study protocol and/or notification of the study subject(s).
4.  SCOPE

These policies and procedures apply to all research submitted to the IRB.

5.  RESPONSIBILITY

IRB Manager (or equivalent) is responsible for ensuring all study completion documentation is received, reviewed, presented to the IRB, and filed appropriately.

6.  APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 56.108, 56.109

45 CFR 46.103, 46.109

OHRP Guidance on Reporting and Reviewing Adverse Events and Unanticipated Problems Involving Risks to Subjects or Others.

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.  ATTACHMENTS

RR 404-A
Continuing Review Report / 
Exempt Research Status Report
9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager
	Instruct Investigators to submit a Final Report upon completion of the study.
	Continuing Review Report 

	IRB Manager
	Review Final Report and obtain any outstanding information or documentation from the Investigator to close the study. If there are inconsistencies or if clarification is needed, request additional information.

If the study may be closed and the contents of the IRB file are complete, authorize closure of the study.

Add notification of closure to the agenda for presentation to the IRB at its next convened meeting.
	

	IRB Manager
	If study can be closed, send Closure Letter. If study cannot be administratively closed, place on agenda for next full Board meeting.
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