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Background

Wayne State University limited the scope of its Federalwide Assurance (FWA) to federally funded research beginning March 15, 2016.  Limiting the scope of the FWA allows for an appropriate level of flexibility for review and oversight of research projects without compromising protection of human participants.   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 that target enrollment of prisoner participants, and projects with contractual obligations or restrictions that require adherence to federal regulations are not eligible for flexible review and oversight.
Policy
This policy describes flexible review and oversight for eligible research projects that are under the purview of the Wayne State University Institutional Review Board (WSU IRB).  Wayne State University applies commensurate protections for research projects that are eligible for this policy.  Research projects that present no more than minimal risk to human participants are potentially eligible for flexible review and oversight.  Federally sponsored studies, projects with FDA-regulated components, projects that target prisoner participants, and projects with contractual obligations or restrictions that require adherence to federal regulations are not eligible for flexible review and oversight.
Examples of research projects that are ineligible include:

· Federally sponsored research projects

· Federal training and program project grants

· Student projects supported by a faculty sponsor’s federal funding

· Veterans Affairs (VA) projects

· Federal no-cost extensions

· FDA-regulated projects

· Data repositories containing data intended to support applications to the FDA
· Clinical trials involving interventions

· Projects that target enrollment of  prisoner participants

· Projects where non-federal sponsors require annual review

If a project approved under flexible review later becomes ineligible (i.e. federal funding is obtained, risks become more than minimal), it is the responsibility of the Principal Investigator (PI) to report these changes to the WSU IRB.  A project that becomes ineligible must follow all federal research regulatory requirements.
All human participant research projects conducted or supported at Wayne State University and/or affiliated institutions remain subject to WSU IRB policies and review, whether they qualify for this policy or not.  Eligibility of any research project for flexible review and oversight is at the discretion of the Wayne State University Office of Research Integrity.
Research eligible for Flexible Review under this policy will be reviewed by the WSU IRB using expedited review procedures unless the IRB reviewer determines that review by the convened board is warranted. 
Criteria for Flexible Review

A project may be approved by non-exempt flexible review unless the following criteria are met:

· Risks to participants are no more than minimal

· Risks to participants are minimized 
· Risks to participants are reasonable in relation to anticipated benefits

· Selection of participants is equitable

· Research plan makes adequate provision for monitoring

· Research plan makes adequate provisions for protecting the privacy of subjects and to maintain the confidentiality of data

· When some or all of the participants are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect the rights of vulnerable participants

Continuing Review 
The WSU IRB will determine the need for continuing review, and if required, the period for approval ( i.e. up to three years) for research reviewed under this policy taking into consideration the following factors:

1. Whether the research involves topics, procedures, or data that may be considered sensitive or controversial;

2. Whether the research involves particularly vulnerable subjects or circumstances that increase subjects’ vulnerability;

3. The experience and qualifications of the investigator(s);

4. The compliance history of the investigator(s); and 

5. Any other relevant information that suggests the study would benefit from continuing review. 

The IRB’s determination regarding the need for continuing review will be documented in the IRB record and communicated to the investigator in the IRB determination letter. 
Exempt Research 
When continuing review is not required on an annual or more frequent basis, investigators must submit an annual status report to the IRB administration office so that WSU can maintain accurate records regarding the research, any funding sources or other forms of support and study personnel. The IRB administration Office will verify the currency of training and COI disclosure at the time of the status report. When warranted (e.g., updated conflict information), the IRB administration Office will route the relevant information for review by the IRB. 
Research with Participants Incarcerated During Participation
· If research participants become incarcerated after enrolling in projects eligible for flexible review and oversight, federal prisoner research regulations (45 CFR 46 Subpart C)  do not apply.  In addition, the project does not require IRB review with a prisoner representative when individuals are incarcerated after study enrollment. The incarceration of a subject who is active in research that involves interactions or interventions with subjects must be reported to the WSU IRB The individual’s participation in the research must stop unless the PI determines that withdrawing the participant will cause harm to the participant and the PI notifies the IRB Chair of this and the IRB Chair concurs. The PI must notify the IRB immediately for instructions on how to proceed in obtaining IRB and administrative approval for enrolling prisoners in a research protocol.The IRB will review the circumstances and determine whether the subject may continue in the research, and, if so, if additional protections or changes to the research are necessary.
Pregnant Women, Fetuses and Neonates

Research projects eligible for flexible review and oversight involving pregnant women, fetuses and neonates are not subject to the federal requirements at 45 CFR 46 Subpart B because research under this policy must be no more than minimal risk. As with any research, the IRB may determine that additional protections are warranted to ensure the protection of subjects.  
Reporting Requirements
Research projects eligible for flexible review and oversight are not subject to the same federal reporting requirements as federally sponsored projects.  For projects conducted under this policy, the WSU IRB follows internal reporting requirements for serious or continuing non-compliance, suspensions or terminations, or reporting of unanticipated problems involving risk to subjects or others.

IRB Procedures
Unless specific to research within the scope of the FWA, all procedures outlined in other WSU IRB policies apply to research eligible for flexible review and oversight.  Submission requirements, reviewer assignment, WSU IRB documentation, and approval procedures will be processed by the IRB Administration Office in the same manner as research within the scope of the FWA, unless otherwise indicated in this policy.
Research projects approved using a flexible review process will be audited periodically to confirm that the project is still eligible for flexible review and oversight.  Request for IRB notification of change in funding status will be included in all determination letters for studies reviewed under the flexibility policy.
All research determined exempt under the prior version of this policy (dated 3/15/16) remains exempt under this policy until the study is complete unless there is a change proposed to the research which would render it ineligible for Flexible Review under the prior version (e.g., addition of Federal support, changes to the research which render it greater than minimal risk). All research approved under “Non-Exempt Flexible Review” under the prior version of this policy remains approved under this policy. The IRB shall determine the need for ongoing continuing review during the next review (e.g., amendment, continuing review) of each “Non-Exempt Flexible Review” protocol. 
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