


	Wayne State University

Institutional Review Board


	Subject
	13-2 IRB Reporting Unanticipated Problems, Suspensions and Terminations, Serious & Continuing Non-Compliance 

	Approvals
	Administrative Approval: 07/2011; Office of the General Counsel 01/08/2007; Steering Committee 02/05/2007; Administrative Review 02/28/2007; Administrative Approval 10/29/2008; Office of General Counsel 11/07/2008; Administrative Approval 9/30/10, Administrative Approval 03/07/11, 07/20/11, Administrative Approval 11/30/11; Administrative Approval 03/15, Administrative Approval 03/15/16, IRB Approval 12/2018, IRB Approval 08/2019, Administrative Approval 01/2024


Background
An Institutional Review Board (IRB) is required to promptly report: (1) Unanticipated problems involving risks to participants and others; (2) serious or continuing noncompliance; and (3) suspensions and/or terminations of previously approved research to appropriate institutional officials and departmental or agency heads [Office of Human Research Protections (OHRP), The Food and Drug Administration (FDA).  See 45 CFR 46.103(a), 38 CFR 16.103(a) and 21 CFR 56.103(a).

At Wayne State University (WSU), the Institutional Official has delegated authority to the Assistant/Associate Vice President for Research (AVPR) for reporting these situations and is responsible for providing administrative oversight concerning all research involving human participants at WSU.  The oversight duties of the AVPR include review and reporting of: (a) Unanticipated problems involving risks to participants or others; (b) serious or continuing noncompliance with federal regulations or the determinations of the IRB’s; and (c) any suspension and/or termination of IRB approval to other institutional officials, supporting agencies and/or regulatory authorities.
Wayne State University (WSU) limited the scope of its Federalwide Assurance (FWA) to federally funded research. Research projects that present no more than minimal risk to human participants are eligible for flexible review and oversight.  Federally sponsored studies, projects with FDA-regulated components, projects with prisoner participants, and projects with contractual obligations or restrictions that require adherence to federal regulations are not eligible for flexible review and oversight. Refer to the WSU IRB “Flexible Review and Oversight of Research Not Covered by Federalwide Assurance” Policy for information about flexibility in the reporting of Unanticipated problems, suspensions, terminations, and non-compliance.
Scope 
This IRB Policy and Standard Operating Procedure applies to all non-VA research conducted at WSU or any of its affiliate institutions. Note: For Veterans Affairs Research, please go to the Veterans Affairs Reporting Responsibilities and Procedures Policy. 
For events that occur with a protocol that is under oversight from an external IRB, see Policy 4-17: External IRB

1.0 Definitions 
Continuing non-compliance: Non-compliance (serious or non-serious) that has been previously reported, or a pattern of ongoing activities that indicate a lack of understanding of human participation protection requirements that may affect research participants or the validity of the research and suggest a potential for future non-compliance for future non-compliance without intervention. Examples of continuing non-compliance may include but are not limited to the following: 

· repeated failures to provide continuation reports resulting in lapses of IRB approval, 

· inadequate oversight of ongoing research,

· failure to respond to or resolve previous allegations or findings of non-compliance.

Non- Compliance: Failure (intentional or unintentional) to comply with applicable Federal regulations, state or local laws, the requirements or determinations of the IRB, or WSU policy regarding research involving human participants. Non-compliance can result from action or omission. Non-compliance may be non-serious (minor), or serious, and may also be continuing.

Not Serious or Minor Non-Compliance: Noncompliance that does not increase risk to research participants, compromise participants’ rights or welfare, or affect the integrity of the research/data or the human research protection program. 
Serious Non-Compliance – The failure to comply with all federal regulations, including Veteran’s Administration regulations and guidance, state, and local requirements, WSU Policy and determinations of the IRB that involve one or more of the following:

· Exposing research participants to a significant risk of substantive harm;

· Compromising the privacy and confidentiality of research participants;

· Damage caused to scientific integrity of the research data that has been collected;

· Willful or knowing non-compliance on the part of the investigator;

· Adversely affects the rights, welfare, or safety of the research participants
Suspension – A suspension occurs when the AVPR, IRB Committee or IRB Chair places a temporary hold on research that had previously been approved so that no new participants can be accrued, no research interventions may occur (unless necessary for the safety and well-being of the enrolled participants) and no follow-up can be conducted unless it is in the best interest of the participant and approved by the IRB. 
Termination of a previously approved protocol – Termination of a previously approved protocol occurs when the IRB withdraws approval or stops all research activity permanently.  No new participants may be enrolled and no additional research interventions can occur.  However, future follow-up may be conducted with the approval of the IRB to monitor the well-being of and any potential risk to participants enrolled prior to termination. 

Termination of activities that have never received prior review and approval -On the occasion when 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 presentations. 
2.0 IRB Policy and Procedure

Regulations require that institutions and IRBs submit incident reports to institutional officials and Federal agencies. The IRB must report the following determinations:

· Unanticipated Problems involving risks to subjects or others

· Serious Non-Compliance

· Continuing Non-Compliance

· Suspensions of IRB approval

· Terminations of IRB approval

Reports of these determinations are provided to investigators, the IRBs, and appropriate institutional officials. The content, timing, and communication of these reports are described in further detail below. 

2.1 Reporting to the Principal Investigator (PI) 
When the IRB makes any of the determinations identified above, the PI must be notified in writing immediately by the AVPR, the Director HRPP, or Chair of the IRB that originally approved the protocol.  The information in the notice/letter must specify the reason(s) for the suspension and/or termination, any required corrective action plan, any required notification of the participants already enrolled in the research and the mechanism available to the PI to address the actions taken and respond to the decision. 
The IRB may notify additional parties listed below as deemed appropriate by sending copies of the above-referenced notice/letter. 
· VPR/AVPR (Notification of suspensions and terminations initiated within 24 hours of reviewer/IRB determination)

· Department Chairpersons, Deans, or Appropriate Research Team Members 
· Sponsors

· Regulatory/ Federal Agencies or Departments

· OHRP, FDA, *AAHRPP as applicable
· *Department of Defense as applicable
*Department of Energy as applicable.  * Some Federal agencies and accrediting institutions have specific reporting requirements. See section 2.2.4for the agency specific reporting guidelines.
2.2 IRB Report Preparation, Content, Distribution and Timing
2.2.1 Preparation of the Final Report 
When the appropriate IRB Committee has received the results of the investigation and has approved its contents and recommendations, the AVPR or designee must prepare a final report and distribute the report to all appropriate parties as listed in section 2.1. 
2.2.2 Contents of the Final Report
Reports of IRB actions/determinations are initially drafted by the Director HRPP with assistance from the AVPR. The AVPR signs off on the final report. 

Each report includes (but is not limited to) the following information:
· Name of the institution conducting the research (e.g., university, hospital, foundation, school, etc.)

· Title of the research protocol and grant proposal in which the problem, non-compliance, and/or suspension or termination occurred

· Name of the Principal Investigator on the protocol

· Protocol number assigned by the IRB and the number of any applicable Federal aware(s) (grant, contract, or cooperative agreement)

· A detailed description of the problem including dates and the nature of the events

·  Findings of the institution and actions taken by the IRB, including the required corrective action plan, the rationale for the actions, and any plans for continued investigation and/or action.
· When reporting a suspension or termination, the report must include a detailed description of the reason for the suspension or termination and the actions the institution is taking or plans to take to address the suspension or termination
2.2.3 Distribution and Timing of the Final Report  
Reports of unanticipated problems, serious and/or continuing non-compliance, suspensions and terminations will be distributed within 30 business days of IRB review and determination. 

A copy of the final report will be provided to the following parties as applicable and required by regulations: 

· OHRP, for DHHS-regulated research

· FDA, for FDA-regulated research

· Other Federal agencies when the research is overseen by the agency and separate reporting is required (Such as Veterans Administration, Department of Defense, or Department of Energy)

· Sponsor of the research (if different from above)
· The IRB that originally approved the research protocol;  

· Principal Investigator

· Principal Investigator’s Department Dean, Chairs (or Signatory Official)

· Other officials within the Office of the Vice President for Research or University administration; 
· Other institutional officials (e.g., Privacy Officer for issues involving PHI, etc.)
· Other site(s) involved in the research
2.2.4 Agency-Specific Reporting Guidelines:
Department of Energy (DOE)-regulated research: The IRB must notify the appropriate Human Subject Protection Program Manager in writing within 48 hours, with a description of corrective actions taken related to the following incidents: 
· Any significant adverse events, unanticipated risks; and complaints about the research

· Any suspension or termination of IRB approval of research

· Any non-compliance with human research protection program procedures or other requirements.

· Any compromise of personally identifiable information must be reported immediately.

Reporting to AAHRPP: Wayne State University’s Human Research Protections Program is accredited by the Association for the Accreditation of Human Research Protection Programs (AAHRPP).  In addition to the information that WSU routinely provides to AAHRPP in annual reports and the re-accreditation application, AAHRPP requires that any of the following are reported to AAHRPP asap but generally within 48 hours after the organization or any researcher (if the researcher is notified rather than the organization) becomes aware:
· Any negative actions by a government oversight office, including, but not limited to, OHRP Determination Letters, FDA Warning Letters, FDA 483 Inspection Reports with official action indicated, FDA Restrictions Placed on IRBs or Investigators, and corresponding compliance actions taken under non-US authorities related to human research protections; 

· Any litigation, arbitration, or settlements initiated related to human research protections; and/or

· Any press coverage (including but not limited to radio, TV, newspaper, online publications) of a negative nature regarding WSU’s HRPP.

The HRPP Director (or designee) is responsible for ensuring that such reports are made to AAHRPP and for informing appropriate organizational officials.  Investigators, research staff, HRPP/IRB staff, IRB members, and other organizational officials or offices (e.g., the IO, Compliance, Legal, etc.) are responsible for informing the HRPP/IRB office as soon as they become aware of any of the above so that these reporting obligations may be fulfilled.
Decisions made by WSU’s AVPR may not overrule an IRB’s decision to disapprove a research protocol (45 CFR 46.112). However, he/she may ask the IRB to reconsider its decision after the Principal Investigator (PI) has made appropriate changes to the design of the research protocol.  The AVPR, in consultation with the Institutional Official, may disapprove research that was previously approved by an IRB. 
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