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Background

Investigators, research team members, the Institutional Review Board (IRB) members and/or Wayne State University (WSU) administrative staff are required to conduct research ethically and in accordance with federal regulations and WSU and/or IRB policies. Non-compliance occurs when research involving human participants is conducted in a manner that disregards or violates federal regulations, ethical standards, and WSU and/or IRB policies and procedures governing research and human research protection.

Non-compliance applies to investigators, research team members, the IRB members and/or WSU IRB administrative staff. Wayne State University encourages all faculty, staff, students, and volunteers acting in good faith, to report suspected or actual wrongful conduct associated with human subjects research taking place at Wayne State University and our research affiliates. Allegations of non-compliance will remain confidential to the extent permitted by law consistent with the need to conduct an adequate investigation. The university will take reasonable steps to protect persons who file reports in good faith from retaliatory actions. 
Authority

WSU has granted the IRB the authority to approve, require modifications (to secure approval), disapprove, and suspend or terminate approval of research activities not being conducted in accordance with IRB requirements; and to observe or have a third party observe the informed consent process and the conduct of the research. The Vice President for Research has delegated the authority for research compliance activities to the Associate Vice President for Research (AVPR).
1. Definitions

Allegation of Non-Compliance – An assertion of non-compliance, made by a party, which must be supported with evidence.

Confirmed Non-Compliance – Non-compliance that has been verified as a result of a for-cause audit or investigation.

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
IRB Policy and Procedures
2. Reporting

Non-compliance may be reported to the IRB by any person, including the researcher or his/her designee. Allegations of potential non-compliance may also be reported to the IRB by non-investigators or investigators who are not involved with the research in question. Non-compliance or potential non-compliance may also be discovered by the IRB through audits or other routine review or quality control activities. 
2.1 Public Reporting of Allegations to the IRB
The WSU HRPP will accept public allegations, and will make every effort to protect the confidentiality of the concerned party. The concerned party may remain anonymous and will be protected from discrimination and reprisal. Allegations/reports of non-compliance may be reported to:

· Director Human Research Protection Program (HRPP) (313-577-0895) 
· Education Coordinator (313 993-7157)

· IRB Chair (313-577-1628)
· Assistant Vice President HRPP (313-577-1628)
· Associate Vice President for Research Integrity (313-577-9064)

· Vice President for Research (313-577-9600)
· Email: irbquestions@wayne.edu
· WSU Office of Internal Audit (OIA) anonymous hotline: (313)577-5138 

· OIA also has a website where concerns can be reported anonymously: http://internalaudit.wayne.edu/report.php

2.2 Researcher Responsibility for Reporting to the IRB 
Investigators must report instances of possible non-compliance to the IRB office within 5 business days of the investigator’s knowledge of the circumstance. This can be reported using the Unanticipated Problems and Event Reporting Form.  (See IRB Policy/Procedure: “13-1Unanticipated Problems and Event Reporting”).

2.2.1 Reporting Procedures for Veterans Affairs (VA) Research:
In accordance with Veterans Health Administration Handbook 1058.01, Research Compliance Reporting Requirements, members of the VA research community are required to ensure that apparent serious or continuing noncompliance has been reported in writing to the IRB within 5 business days of becoming aware. More information about VA reporting can be found in our policy 13-05 Veterans Affairs Reporting Responsibilities and Procedures.
3. IRB Procedures for Handling and reporting Allegations, Investigator Reports, and Findings, of Non-Compliance
The IRB receives reports of possible non-compliance with federal, state, local regulations, VA regulations, University or IRB policies related to protections of human research subjects through various means of communication. Individuals making such reports are referred to the AVP- HRPP, IRB Chair, or the Director of HRPP for initial review. 
3.1 Initial Inquiry

Allegations of non-compliance are either documented on a participant intake form by the WSU IRB staff member receiving the allegation/complaint and forwarded to the Director HRPP, or routed directly to the designated reviewer when an Unanticipated Problem and Event Reporting Form is submitted and processed.

The designated reviewer will examine all relevant materials available and determine if the event meets the criteria for non-compliance, and the type of non-compliance involved. The designated reviewer will then take appropriate actions based on the severity of the non-compliance.  

3.1.1 Designated Reviewer Determinations

· Note the occurrence of the allegation or investigator report but take no action (for minor violations)
· Require that the plan be submitted to the IRB for review

3.2  Procedure for serious and/or continuing non-compliance

If after a review of all relevant materials (e.g. IRB file, communications with PI, research materials, past audits) the designated reviewer determines that the report may meet the criteria for serious and/or continuing non-compliance the AVPR may be consulted. If the AVPR concurs with this initial determination, corrective steps may be initiated such as requesting an interview with the investigator, an audit, a focused review, educational remediation, and/or notification of currently enrolled participants. The VPR or AVPR may take immediate actions to protect the safety and well-being of research participants up to and including suspending the research until it is reviewed by a fully convened IRB. Refer to policy 15-3 “Suspension and Termination of Research Protocols”
If the review of the initial report and the supporting data meets the definition of serious and/or continuing non-compliance, the report will be presented at the next convened meeting of the appropriate IRB. The convened IRB will make the final determination of whether the report meets the definition of serious or continuing non-compliance, and the corrective actions required. 

3.3   Procedure for non-serious and non-continuing non-compliance
When reports of non-compliance are determined not to meet the definition of serious nor continuing non-compliance the determination is documented in the research file and communicated to the investigator.

4.  IRB Corrective Actions

Corrective action(s) will be based on the nature of the non-compliance, degree to which research participants were placed at risk, occurrence of previous non-compliance etc. The range of possible corrective actions that the Chair, Vice-Chair or convened IRB may take include but are not limited to: 
· Suspension or termination of the research, or specific elements of research activities;

· Notification and/or re-consenting of current participants if such information could affect the participants’ willingness to continue in the research;
· Provide additional information to past participants

· Request additional information or clarification from the PI, sponsor and/or data safety monitoring committee
· Prohibit the use of data collected in association with the event

· Require changes to the corrective action plan

· Require modifications to the protocol or consent document
· Require a change in the continuing review period Require additional monitoring by the IRB Request a for-cause audit if not already done, and/or a follow up audit 
· Monitoring of the consent process
· Request further inquiry into other protocols utilizing the experimental drug/device/intervention or procedure in question

· Request further inquiry into PI’s other active protocols

· Determine if a detailed plan for safe withdrawal of participants from the research must be developed to protect the rights and welfare of participants
· Required educational sessions for the PI and/or research team members. Notify appropriate Federal regulatory agencies, accrediting bodies, sponsors, and institutional officials  
For distribution of the findings, see policy 13-2 “IRB Reporting of Unexpected Problems, Suspensions and Terminations, Serious and Continuing Non-Compliance
The results of the convened IRB’s review will be documented in the IRB minutes and communicated to the investigator. 

5.  WSU HRPP Reporting of Non-Compliance

A final non-compliance report is written by the Director HRPP or his/her designee and approved by the AVPR and/or the convened IRB Committee. (See IRB Policy/Procedure:13-2 IRB Reporting of Unexpected Problems, Suspensions and Terminations, Serious and Continuing Non-Compliance”). The final report is distributed to the following:

· IRB of Record

· AVPR

· IRB Chair

· Relevant institutional officials (Chairs, Deans, Directors, Information Security Officer, Privacy Officer at all involved institutions) as appropriate
· OHRP, VA, FDA as appropriate and/or other regulatory officials

· Sponsor, if appropriate

Research projects eligible for flexible review and oversight are not subject to the same federal reporting requirements as federally sponsored projects. See IRB Policy/Procedure 01-05: Flexible Review and Oversight of Research Not Covered by Federalwide Assurance
For IRB Reporting of Non-Compliance for VA Research, see Policy 13-5 Veterans Affairs Reporting. 
5.1 WSU HRPP Roles and Responsibilities
Vice President for Research (VPR):  The VPR has delegated research compliance responsibility to the Associate/Assistant Vice President for Research . Allegations of non-compliance may also be reported to the VPR. 
Associate Vice President for Research (AVPR):  The AVPR, is the Institutional (WSU) Official responsible for ensuring that human participant research is conducted in compliance with all state and local laws, federal regulations and University policies as the official charged with oversight of the research compliance program, and is responsible for reviewing serious and continuing allegations of non-compliance. If the alleged non-compliance is determined to pose an immediate risk to the well-being of participants, the AVPR, in conjunction with the IRB Chair or designee, will take immediate action to protect participants. Possible actions include, but are not limited to, suspension and termination of the research. If it is determined that the possibility of serious or continuing non-compliance exists, the AVPR will request an audit be conducted by the RCS. The AVPR will also review the final non-compliance report and ensure that all reporting responsibilities have been satisfied. The AVPR will also keep track of non-compliance cases to determine if there is a pattern that may require process improvement or more education and training of the research community.

IRB Chair:  The IRB Chair or designee will review allegations of non-compliance and make a preliminary determine about whether they meet the criteria of serious or continuing non-compliance. If it is determined that there is an immediate risk to the well-being of participants, the IRB Chair or designee, in conjunction with the AVPR, will take immediate action to protect participants. Possible actions include, but are not limited to, suspension and termination of the research.
IRB Committee:  Any of the IRB committees may initiate or review allegations of non-compliance. The appropriate IRB makes the final determination on whether the evidence supports a finding of serious or continuing non-compliance and prescribes any corrective action plan(s) that may be required.

Director HRPP:  It is the responsibility of the HRPP Director to accept allegations/reports of non-compliance and if needed make an assessment of the validity of the claim.  If serious or continuing non-compliance is suspected, the allegation/report will be transferred to either the IRB Chair or AVPR. 
Senior Research Compliance Specialist: conducts for-cause audits and in conjunction with the AVPR drafts the fact finding report or corrective action plan.

IRB Associate Director:  The IRB Associate Director accepts allegations of non-compliance, and may refer them to the Director HRPP to make an assessment of the validity of the claim, if an assessment is needed. If serious or continuing non-compliance is suspected, the allegation/report will be transferred to either the IRB Chair or AVPR.
The Education Coordinator works with the Director HRPP to develop and administer required or optional educational programs as specified in the Corrective Action Plan.
IRB Staff: When a public allegation of non-compliance comes to an IRB staff member, the allegation is documented on a participant intake form and forwarded to the Director HRPP.
6.  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 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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