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Institutional Review Board (IRB)
GUIDELINES FOR CLOSURE OF HUMAN SUBJECTS RESEARCH STUDIES
The purpose of this guidance is to assist Saint Louis University (SLU) investigators in determining when an approved human subjects research study should be closed.  
1. Study Closure Reporting Requirements
To allow for substantive review of research activities at study closure, the investigator is required to submit the Final Report form in eIRB for studies that were reviewed and approved by the IRB under expedited or full board review procedures. (Rare types of submissions, such as HUDs, may still be closed via the paper Notice of Study Closure Form.)  Submission of this form need not wait for the end of the study approval period, but should occur within 30 days of study close-out.
Studies that were certified as exempt do not have the same requirement. The IRB requests that investigators submit a closure request in eIRB by selecting ‘close protocol’ in the approved protocol menu or by notifying the IRB office by e-mail (irb@slu.edu) that the study is closed.

It is not necessary to submit a formal closure request in cases where a study is administratively withdrawn by the PI or IRB prior to receiving IRB approval.

	IRB Review/Study Type
	Reporting Requirement
	Reporting Timeframe

	Full Board Protocol
	Submission of Final Report Form in eIRB
	Within 30 days of study close-out

	Expedited Protocol
	Submission of Final Report Form in eIRB
	Within 30 days of study close-out

	Exempt Protocol
	Submission of Close Protocol request in eIRB or E-mail notification of closure sent to irb@slu.edu
	Recommendation to notify IRB within 30 days of study close-out


2. Conditions for Study Closure
A study may be closed if it meets all of the following conditions, as applicable:
1. Enrollment at the SLU-approved site(s) is closed.
2. Research-related interventions and/or participant follow-up at the SLU-approved site(s) is completed.
3. Biological specimens associated with the research meet one of the following:

a. Specimens are de-identified (i.e., there is no personally identifiable information, including through a master list at the SLU site),

b. As approved by the IRB, specimens have been transferred to a SLU repository that has ongoing IRB approval, or
c. As approved by the IRB, specimens were transferred to a non-SLU entity. 

4. Data analysis* or manuscript preparation that requires the use of or access to personally identifiable information—directly or through a master list at the SLU site—is completed.
5. For multi-site studies where SLU is not the lead site, the SLU site has had its final (close out) visit by the sponsor (even if database is not yet locked*).
6. For multi-site studies where SLU is the lead site, 1-4 above apply to all sites.  

* On a multi-site study, a sponsor or coordinating/statistical center at another institution can still be conducting analysis after the SLU study is closed. Local analysis must be complete prior to closing the study. Note that simply responding to sponsor/statistical center requests for data verification at the SLU site does not require a study to remain open or re-open.
3. Investigator Responsibilities

· Store research records in accordance with federal regulations, SLU policies, and any additional requirements stipulated by research sponsors and/or applicable professional standards (e.g., APA). Records relating to research shall be retained for at least 3 years after completion of the research, and those records subject to HIPAA regulations shall be retained for at least 6 years after study completion.
· Consult the IRB Office prior to use of data from closed research, whether by the original investigator or other investigators, as this may constitute new human subjects research requiring IRB exemption or approval.

· Continue to provide confidentiality protection and honor all commitments made to subjects, including communication of research results and financial obligations.

· If terminating employment/association with SLU, PI should do one of the following:  

1) Close the study at SLU and submit a Final Report Form in eIRB; OR
2) Transfer the protocol to another SLU investigator via an Amendment; OR
3) Request transfer of research outside of SLU.  Note: Research records must remain at SLU unless otherwise authorized in an agreement.  See the SLU Policy on Research Records and Biological Specimens: Ownership, Retention, Transfer, and Destruction.

4. IRB Responsibilities

The SLU IRB may close study protocols without investigator approval (but with notification to the investigator) in any of the following circumstances:

1. It is determined that the investigator is no longer affiliated with SLU; OR
2. The approval period for the research has expired and the IRB has not permitted ongoing research procedures for the safety of subjects; OR
3. The investigator has not responded to the IRB’s requests for revisions and/or clarifications on an approved protocol within a timeframe determined and documented in previous correspondence to the investigator; OR
4. An investigator is found to be in serious or continuing noncompliance with IRB/regulatory requirements and the IRB terminates the study.  Termination of IRB approval is reportable to the appropriate federal agency heads and the institutional official.

5. Regulations and References
Code of Federal Regulations:
45 CFR 46

21 CFR 56
Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule
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