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Background 
An IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB’s requirements or that has been associated with Unanticipated serious harm to subjects. Any suspension or termination of approval shall include a statement of the reasons for the IRB’s action and shall be reported promptly to the investigator, appropriate institutional officials, and to the Department or Agency Head. [45 CFR 46.113; 21 CFR 56.113; 38 CFR 16.113 Suspension or Termination of Research.]
The IRB’s authority to suspend or terminate research applies to all research subject to IRB approval, including exempt research with limited IRB review and research for which continuing review is no longer required.
Wayne State University (WSU) has authorized the Institutional Review Board (IRB), the individual Institutional Review Boards (IRBs, Committees) and/or the Committee Chairs or the Assistant/Associate Vice President for Research (AVPR), to suspend or terminate a research project that is not being conducted in accordance with the IRB’s requirements and/or that may pose increased risks and/or unacceptable risks to the safety and welfare of human research subjects. Additionally, any of the above entities or individuals can suspend the human research activities of an investigator who has committed serious or continuing non-compliance in order to assess and/or remediate the problem(s). Suspension or termination would occur when there are issues of continuing or serious non-compliance with IRB and federal requirements, when the research is associated with unanticipated serious harm to research participants, or when there are immediate serious issues involving participant safety.
Scope

This Policy and Standard Operating Procedure applies to all activities being conducted by WSU (faculty, staff, and students) and its affiliate institutions that meet the definition of human subject research (see IRB website www.irb.wayne.edu “Definition of Human Subject Research”).

Related Policies:

· WSU IRB Policy 13-1 Unanticipated Problems and Other Reportable Events

· WSU IRB Policy 13-2 IRB Reporting Unanticipated Problems, Suspensions and Terminations, Serious & Continuing Non-Compliance.

· WSU IRB Policy 13-5: VA Reporting Policy
· WSU IRB Policy 15-01 Identifying, Defining, and Managing Non-Compliance in Human Research

1.0 Definitions
Suspension – An action taken by the IRB Chairs, designee, AVPR or IRB committee that places an approved study in a temporary ‘hold’ status until the IRB can investigate information received that indicates non-compliant or potentially harmful human participant research activities, or events. When a study is suspended, all research related must cease until any pending issues can be resolved satisfactorily (except activities necessary for the safety and well-being of the enrolled participants).
Termination- An action taken by a convened IRB to permanently withdraw approval for all research activities. When a study is terminated, all activities must cease immediately (except activities necessary for the safety and well-being of the enrolled participants). 
Termination of activities that have never received prior review and approval –  If the IRB discovers that research activities have occurred that did not receive prior review and approval from the IRB, the IRB shall stop all such activities permanently. None of the data collected in this activity can be used in any future publication or presentation.

Note: Similar actions taken by a VA facility official, investigators or sponsors to stop research activities are not suspensions or terminations 

2.0 IRB Procedures
When the IRB receives information indicating that research is not being conducted in accordance with IRB requirements, or that it has been associated with unanticipated harm to subjects, the IRB may consider suspending a previously approved protocol. Further investigation and corrective actions will be required as described in WSU IRB Policy 15-01 Identifying, Defining, and Managing Non-Compliance in Human Research. This information may come from various sources, including (but not limited to) continuing reviews, Unanticipated Problem Reports (see WSU IRB Policy 13-1 Unanticipated Problems and Other Reportable Events)
2.1 IRB Actions
When study approval is suspended or terminated, the IRB Chairs, Designee, AVPR or convened IRBs will consider the following actions to protect the rights and welfare of participants as appropriate:

· Notification of current and/or former participants

· Transferring responsibility for the research and participants to another investigator/site
· Continuation of participants in the research with an independent monitor

· Withdrawal of current participants from the research

· Requiring arrangements for care of participants outside the research

· Requiring or permitting follow-up of participants (e.g., for safety reasons)

· Arranging for compensation of current and/or former participants. 
2.2 IRB Reporting
The IRB will promptly (within 24 hours when feasible) report suspension and termination determinations to the investigator in writing. A call or email may precede the written notice when appropriate. Written notices of suspensions will include a statement of the reason(s) for the IRB’s action and any requirements or conditions associated with the suspension (e.g., notification of subjects).  The investigator will be provided with an opportunity to respond in person or in writing.
The IRB is required to promptly report all suspensions or terminations of IRB approval to appropriate WSU and affiliate institutional officials and departmental or agency heads including the Veteran Affairs Medical Center (VAMC) Medical Director when the research is also overseen by the VA Office of Research Oversight. 
The reporting requirements and procedure is described in WSU IRB Policy 13-2 IRB Reporting Unanticipated Problems, Suspensions and Terminations, Serious & Continuing Non-Compliance and WSU IRB Policy 13-5: VA Reporting Policy.
3.0 Suspension of a Research Protocol
When there is reason to believe that research activities should be stopped, the IRB chair, designee, AVPR, or applicable convened IRB may suspend approval of any or all research activities in order to protect participants. 

A research protocol may be suspended for many reasons including but not limited to:
· Serious adverse event(s) and unanticipated problem(s)

· Detrimental change in the risk-benefit ratio of the study

· Conduct of research activities without IRB approval

· Failure to obtain appropriate consent

· Failure of investigators to complete required training

· Other non-compliance issues. 
The IRB or designee may suspend the research protocol until an internal audit has been completed. The completed audit report will be reviewed by the IRB, to determine whether or not to terminate the IRB approval.

The reason for suspension will be communicated to the investigator(s) with any actions required to protect the rights and welfare of current or past research participants. Other IRBs responsible for oversight of the investigator(s)’ research will also be notified if applicable. See WSU IRB Policy 04-17: External IRBs 
When the Chair, Designee, or AVPR suspends a research protocol, the suspension will be reported to the applicable convened IRB at the next available meeting. The convened IRB will determine whether to continue the suspension, re-instate IRB approval, or terminate approval of the research. 

Suspended research protocols remain open and require continuing review.  Investigators must continue to provide reports to both the IRB and sponsors just as if there had never been a suspension (i.e., all items that need to be reported during a study need to continue to be reported during the suspension period).
Modifications made to the research (if any) as a result of the suspension will be reviewed by the convened IRBs when changes represent more than minor changes as defined by WSU policy 4-6: Amendments to the Research Protocols and Informed Consent
3.1 Reinstatement of Suspended Protocols:

To reinstate a study that has been suspended, the investigator must resolve any pending issues as required by the IRB. Investigators must also provide the IRB with a documented plan to ensure that the reason for suspension will not happen again and that the study will be in compliance with all applicable laws and regulations.  After one year of suspension, if adequate progress has not been made on the pending issues then the IRB will administratively close the protocol. 

Suspension of approval may be lifted by the IRB if there are no longer concerns about:

· Potential harm(s) to research participants

· Investigator or research staff non-compliance

· Other issues that were related to or resulted in suspension (e.g., drug manufacturer’s recall)

4.0 Termination of a Research Protocol

A research protocol is terminated:

· when a remedial action plan approved by the IRB has not been implemented; or

· when the IRB determines that it is in the best interest of the research participants.

Any Unanticipated problems or other outcomes identified during follow-up should be reported to the IRB, the research study sponsor, and the FDA, if applicable.
If the investigator wishes to resume a research protocol that has been terminated, it must be submitted as a new protocol.

5.0 Investigator Responsibilities

Upon notification that research has been suspended or terminated by the IRB, the investigator(s) is responsible for the following:
· Stopping enrollment and research activities as required by the IRB

· Cooperating with any investigation directed by the IRB

· Assisting with and/or carrying out actions required by the IRB to protect the rights and welfare of participants (e.g., notification, withdrawal, follow-up, etc.) (see section 5.1)
· Reporting to the IRB any unanticipated problems or outcomes encountered during suspension or termination of the research in accordance with WSU IRB Policy 13-1: Unanticipated Problems and Other Reportable Events.
5.1 Investigator plan for IRB requested actions 

A detailed plan for addressing all IRB requested actions must be submitted to the IRB following any decision suspension or termination determination. The plan should consider the rights and welfare of the participants. The plan must be submitted to the IRB for review and approval before it is executed. Investigators cannot make contact with participants following suspension or determination without IRB approval. These plans may include:

· Notification to participants of suspension or termination of the study

· Arrangements for compensation of current and/or former participants

· Follow up of participants for the safety and best interest of the participant
· Arrangements for care of participants outside the research (This applies to terminations only)

· Safe withdrawal of participants from the research (This applies to terminations only)
Any direct communications with participants must be reviewed and approved by the IRB before making contact with participants. This includes:
· Letters

· Telephone script

· E-mails

· Revised Consent documents

6.0 Investigator Appeals

Any decision of the IRB with respect to research involving human participants is final. However, the convened IRB may review an investigator’s request for reconsideration or appeal to a determination regarding non-compliance and/or corrective actions as warranted by the presentation of new information or unusual circumstances. All investigator petitions must be made in writing within 30 days of his/her notification of the IRB’s findings. The IRB will review an investigator’s appeal at the next convened meeting as determined by the submission deadlines. The investigator will be notified in writing of the IRB’s decision within 30 days of the review. 
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