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Background
The Wayne State University (WSU) Institutional Review Board (IRB) requires that investigators submit a closure form when a protocol is closed.  Failure to submit a closure form for all closed studies, including those that have expired or lapsed, may result in limitations on the investigator’s ability to submit future studies and constitutes non-compliance. Repeat non-compliance may be reportable. Please see Continuation/Renewal of a Protocol Policy.
Policy
Criteria for Study Closure: 

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 using, studying, or analyzing 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. If the study is funded and the sponsor agrees to or recommends closure and no further participant follow-up or data analyses will take place at the local performance site.

Note: you may not close a study if data analysis that involves private identifiable information is not complete.  You may close a study if all that remains is the analysis of aggregate data sets without individual participant identifiers or identifiable private information. 
Retention of Identifiable Data After Study Closure:

· The identifiable private information may be retained so that secondary analyses of the data can be performed (i.e., a later follow-up study with IRB approval).  You may maintain this information if you are not using, studying, or analyzing the information.

· If the database containing identifiers is transferred or shared with another investigator, IRB review and approval must be obtained.

· Private Identifiable information must be kept securely at WSU or an affiliate site or at an alternative site, if this was previously stated in the protocol currently approved by the IRB.  It must be kept on a secure University or Affiliate server and physical data or specimens 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.

Retention of Specimens after Study Closure:

· If a PI conducted a study on specimens that constituted human participant research, those specimens may be retained for future use in research if the participant, at the time of consent for the study, permitted the retention for this purpose.  
· If the specimens were originally collected solely for clinical purposes, but are later used for research purposes, these may be retained with IRB approval. 

· If the specimens are identified and/or have private identifiable information, these identifiers may be retained to allow for the possibility of new analysis to occur, following IRB review and approval of a new protocol. 
· If the specimen bank containing identifiers is transferred or shared with another PI, IRB review and approval of the new research study must be obtained.  
· Specimens and private identifiable information must be kept securely at WSU or an affiliate site or at an alternative site, if this was previously stated in the protocol currently approved by the IRB.

· If specimens are de-identified, they can be kept as well. 
When following VA Regulations

When appropriate, the VA requires one or more of the following elements of information be provided to each participant. Also, when any of these additional elements are appropriate, the VA requires them to be documented in the IRB-approved consent document, unless documentation of consent is waived.

· Future use of specimens. If the specimens are to be retained after the end of the study for future research, where the specimens will be retained, who will have access to them, and how long they will be retained. Organizations, VA, and other federal requirements must be met for handling, use, and storage of biologic specimens and data.

· Future use of data. If any of the data will be retained after the study for future research, where the data will be stored, and who will have access to the data. Organizations, VA, and other federal requirements must be met for use and storage of data.

· Re-contact. If the participant will be re-contacted for future research, whether within a VA facility or outside a VA facility.

· Disclosure of results. If the participant will receive a report of the aggregate results or any results specific to the participant.

Other Considerations

· If the participant requested that they be contacted for permission to use specimens or data in a future protocol, the PI must do so prior to using the specimens or data in a new research project.
· For multi-center studies, continuing review of the research by the WSU IRB is no longer required after all human subject research activities have been completed at WSU and its affiliates even if: (a) interactions or interventions may be occurring at other study sites, or (b) data analysis of identifiable private information is ongoing at another central site that collects and analyzes data from all study sites.

· Investigators should honor any commitments that were agreed to as part of the approved research (e.g., providing information about the study results to research subjects, or honoring commitments for compensation to research subjects for research participation).

· NOTE: Sponsor queries cannot be answered after study closure; the protocol would require re-opening.

Procedure

Do not close a study 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.

· If there is an external study sponsor and the sponsor has not provided permission to close the study with the IRB.

Filing the Closure Form:

· The PI is responsible for providing the IRB with a closure form once it has been determined that the protocol can be closed.

· Complete and submit a signed Medical/Behavioral Closure Form. 

· Attach any documentation that has been received from the sponsor regarding closure of the study.

Upon Receipt of the Closure Form in the IRB Administration Office:

· The IRB staff will review the document for completeness. Investigators may be contacted for further clarification and/or additional documentation.

· The IRB Chairperson or designee Reviewer will determine if closure of the study is appropriate.

· If the closure is approved, the original Medical/Behavioral Closure Form will be placed in the IRB study file and a copy of the signed closure form will be mailed 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 five years or longer as indicated.
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