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1.0 Background
The Wayne State University (WSU) Institutional Review Board (IRB) requires that investigators submit a closure/final report when a protocol is closed. The closure/final report updates the IRB on the conduct and outcomes of the study, any new risks, safety issues or problems that may have arisen since the last study renewal, and informs the IRB of the final disposition of research records and data. 
1.1 Related WSU IRB Policies: 

· 4-7 Continuation/Renewal of a Protocol

· 4-15 Document Retention for Research Protocols

· 6-1 Principal Investigator: Roles and Responsibilities

· 9-1 Requirements of Informed Consent 

· 12-1 The Use of Biological Specimens in Research

· 13-1 Unanticipated Problems and Other Reportable Events

2.0 Policy
A research project no longer involves human participants once the investigators have finished obtaining data through interaction or intervention with participants or obtaining identifiable private information about the participants, which includes the using, studying, or analyzing identifiable private information. Once all such activities described in the IRB-approved protocol are finished, the research project no longer requires IRB approval, at which point the IRB can formally close the IRB file for that project and notify the investigator of that action. 
Failure to submit a closure/final report for all completed studies, including those that have expired or lapsed constitutes non-compliance and may result in limitations on the investigator’s ability to submit future studies. Repeat non-compliance may be reportable. Please see WSU IRB Policy 4-7 Continuation/Renewal of a Protocol.
2.1 Criteria for Study Closure: 

A study must remain open if data analysis that involves private identifiable information is not complete. A study may close if all that remains is the analysis of aggregate data sets without individual participant identifiers or identifiable private information. 

2.1.1 A study may be closed when all of the following apply:

1. All collection of data involving interventions and interactions has been completed for all participants.  No further contact with participants is necessary.

2. All collection or receiving of private identifiable information (including identifiable biological specimens) from any source (i.e., not already in the possession of the investigator) has been completed.  No further data or information will be obtained. 
3. All use, or analysis of identifiable information (including identifiable biological specimens) will no longer occur. This includes all identifiable private information stored in documents, records, images, recordings already in the possession of the investigator or provided to the investigator from any source.  
4. Multi-site studies may be closed if all of the criteria in 1-3 above are met at WSU and its affiliates even if the study is not permitted to close at other sites.
5. Multi-site studies for which WSU is the IRB of Record may be closed if all of the criteria in 1-3 above are met for WSU and all relying sites
NOTE: Sponsor queries cannot be answered after study closure; the protocol would require re-opening.

2.1.2 A study may not be closed if any of the following conditions apply:

· Enrollment at the approved sites is ongoing.
· Research-related interventions and/or follow-up is ongoing.
· Participant follow-up is ongoing.
· Data analysis or manuscript preparation that involves the use or access to personally identifiable information is ongoing.
· Biological specimens containing personally identifiable information are being maintained in a repository that has been approved as part of this study or upon which analysis or research is ongoing. If, however, specimens were transferred to a separate repository that has ongoing IRB approval, the study may be closed (See WSU IRB Policy 12-1 The Use of Biological Specimens in Research for more information).
· If there is an external study sponsor and the sponsor has not provided permission to close the study with the IRB.
· For National Institutes of Health (NIH) funded/sponsored projects, all data sharing with the NIH is not complete.
3.0 Investigator Responsibilities for Maintaining Research Data:
Regulations require investigators to retain research records and data/specimens not only while the research is being conducted but also after the research is completed. Investigators are responsible for maintaining the confidentiality of research records by continuing to follow data security measures for the required length of time required by federal regulations described in section 3.2 of this policy.
3.1 Secure Storage of Research Data after Closure

All identifiable private information to be retained must be kept securely at WSU or an affiliate site or at an alternative site as stated in the final closure report accepted by the WSU IRB. 

· Private identifiable information must be stored on an encrypted university or affiliate server.

· Physical data must be kept in a locked and secure location. 

· Private Identifiable Information may not be kept off location, at home, or stored on CDs, DVDs, hard drives or jump drives or with the intent to take the data off the secure premises.

De-identified research data must be stored in a password protected WSU approved secure manner. Please refer to your approved IRB submission for how research data will be stored. 

3.2 Federal Research Record Retention Requirements: 

Investigators should maintain the records for either the length of time required by the regulations listed below applicable to the study, or the term of the grant, contract, sponsor or publisher, whichever is longer. The retention of research records must be consistent with information provided in the IRB closure submission. 
Additional Considerations to Note:

· The terms of grants and contracts may specify longer retention periods and may include a requirement for sponsor notification prior to transfer or destruction.

· Certain publishers may require retention of research data for a period of time as a component of their data transparency policies.
· There may be a requirement to retain a key to the code that enables re-identification of subjects when research data is submitted to certain NIH databases (e.g., dbGaP).

3.2.1 OHRP Requirements: 
45 CFR 46 requires research records to be retained for at least 3 years after the completion of the research. (More information is available in OHRP Guidance: Investigator Responsibilities FAQ: https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/investigator-responsibilities/index.html)

3.2.2 HIPAA Requirements: 
Any research that involved collecting identifiable health information is subject to HIPAA requirements. The HIPAA Privacy rule requires research records to be retained for a minimum of 6 years after each subject signed an authorization. To ensure compliance with other applicable Federal regulations pertaining to the retention of research records, the IRB recommends retaining all research records subject to HIPAA requirements for a minimum of 6 years after completion of the research.
3.2.3 FDA Requirements: 
· Drugs (312.62(c)) - An investigator shall retain records required to be maintained under this part for a period of 2 years following the date a marketing application is approved for the drug for the indication for which it is being investigated; or, if no application is to be filed or if the application is not approved for such indication, until 2 years after the investigation is discontinued and FDA is notified.

· Devices (812.140(d)) - An investigator or sponsor shall maintain the records required by this subpart during the investigation and for a period of 2 years after the latter of the following two dates: The date on which the investigation is terminated or completed, or the date that the records are no longer required for purposes of supporting a premarket approval application, a notice of completion of a product development protocol, a humanitarian device exemption application, a premarket notification submission, or a request for De Novo classification.

Please note – this length of time can be much greater than 2 years. You should receive written confirmation from the sponsor and/or FDA granting permission to destroy the records. (21CFR312.62.c)

3.2.4. VA Requirements: 
The John D. Dingell Veterans Affairs Medical Center office of Research and Development (ORD) follows the Department of Veteran Affairs Federal Records Control Schedule 10-1 which requires research documents to be retained for 6 years after the study’s final action. (https://www.va.gov/vhapublications/rcs10/rcs10-1.pdf)
4.0 Permitted Uses of Research Data After Closure: 

See IRB policy 9-1 Informed Consent Requirements and IRB policy 12-1 The Use of Biological Specimens in Research for more information about the use of research data/biospecimens for future research.
4.1 Retention of Identifiable Data and Specimens for Future Research:
Identifiable data/biospecimens may be retained after a study is closed to be used for secondary analyses in a follow-up study with IRB approval. Identifiable data/bio-specimens may be retained for this purpose under the following conditions: 
· Identifiable data/biospecimens are kept securely at WSU or an affiliate site or at an alternative site, as stated in the final closure report accepted by the IRB and in accordance with all applicable federal requirements.
· Identifiable data/biospecimens will not be used in any way without IRB review and approval of a new protocol.

· Investigators honor any/all commitments to study participants that were agreed to as part of the approved research (e.g., providing information about the study results to participants, compensation to participants, commercial profit, etc.), if applicable.
· Any transfer or sharing of identifiable data/biospecimens retained after study completion/closure with another investigator or institution is done in accordance with the following; 

· The IRB approved uses of research data/biospecimens, 

· Terms of data use agreement (if applicable), See Data Use Agreements and Limited Data Sets Guidance or more information about Data Use Agreements,
· Terms agreed upon by the participant in the signed consent form (if applicable).
5.0 Investigator Procedure

When an IRB approved research protocol has progressed to the point where it can be closed as described in section 2.1 of this policy, a Closure/Final Report must be submitted to the IRB. Closure/Final Reports should be submitted prior to a study’s expiration date. A Closure/Final Report must be submitted even if the study’s approval has expired. If research activity occurred during a lapse in IRB approval, an Unanticipated Problem & Event Reporting form must be submitted before the Closure/Final Report can be reviewed (See policy 13-1 Unanticipated Problems and Other Reportable Events). 

5.1 Completing the Closure/Final Report:

To initiate the closure of an IRB approved study, complete and submit a closure/final report. Attach any documentation that has been received from the sponsor regarding the closure of the study to your IRB closure submission when applicable. 

· The PI is responsible for providing the IRB with a Closure/Final Report once it has been determined that the protocol can be closed.

· If the PI is no longer with the institution and cannot be successfully reached, then the Department Chair, Dean or Authorized Signatory may sign the Closure/Final Report (See section 3.2 of this policy). 
· If this was a student project then the Faculty Sponsor/Supervisor may sign and submit the Closure/Final Report.  However, the Faculty member must notify the Department Chair/Dean of the project closure (See section 3.3 of this policy).
5.2 When a Principal Investigator Leaves the Institution:

If a study does not meet the criteria for closure as indicated in section 2.1 of this policy at the time of the study PI’s departure, the study must remain open by submitting a change in PI request to the IRB. Do not submit a closure/final report in this circumstance.    
The Principal Investigator should prepare for closure of the study or submission of a Change in PI amendment to the IRB prior to leaving the institution.  

The current PI and their Department Chair or Dean should discuss data retention and storage in preparation of the PI leaving the institution. For more information regarding WSU research data guidelines visit https://guides.lib.wayne.edu/c.php?g=859947&p=6161966
If the PI is no longer with the institution and cannot be successfully reached and a new PI will not be assigned to the protocol/study, then the Department Chair, Dean or Authorized Signatory may submit the Closure/Final Report to the IRB Administration Office.

5.3 Closure of Student Research Projects:

If the study is a student project, then the student Principal Investigator must submit a Closure/Final Report before the conclusion of graduation. If the student researcher has not submitted a Closure/Final Report and cannot be successfully reached, then the Faculty Sponsor/Supervisor should submit the Closure/Final Report. The Faculty member signing the Closure/Final Report must notify the Department Chair/Dean of the project closure.
6.0 IRB Administration Office Study Closure Procedures:

· Upon receipt of a closure/final report form, the IRB staff will review the document for completeness. Investigators may be contacted for further clarification and/or additional documentation.

· The IRB Chairperson or designated administrative reviewer will determine if closure of the study is appropriate.

· If the closure is approved, the Closure/Final Report Form will be placed in the IRB study file and an IRB closure acknowledgement will be sent to the PI for his/her records.

· The complete study file will be removed from the active files and stored for three years from the date of closure.  VA studies will be kept six years or longer as indicated. (See IRB policy 4-15 Document Retention for Research Protocols.)
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