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	Background: 
The Wayne State University Institutional Review Board (IRB) assures that research involving human participants will be conducted according to high ethical and professional standards and is in line with current best practices for human research. In order to maintain a high quality of review and oversight of research, the IRB utilizes policies and standard operating procedures (SOPs) to ensure effective functioning of the Human Research Protection Program (HRPP). All IRB policies and SOPs must reflect the most current standards of research compliance and must be revised and/or developed as needed to meet these standards.  This policy sets forth the considerations and procedures for the development, review, approval, and dissemination of revised or new IRB policies.
Procedures: 

1. Policy Review
The Associate/Assistant Vice President for Research at  WSU,  with  advice  from  IRB  Chairs;  IRB members; Director HRPP; IRB Associate Director, IRB Training Coordinator; IRB staff and/or investigators determines when a new or revised policy or Standard Operating Procedure (SOP) needs to be established.
In most cases, the IRB Training Coordinator is responsible for writing policies and SOPs. However, any IRB administrative staff member may draft a policy or SOP based on his/her specialization.
 All WSU policies and SOPs are in compliance with federal, state, and institutional regulations. [45 CFR 46.101(e), 38 CFR 16.102(c), 21 CFR 50, 56, 312, 812; 38 CFR 46] [38 CFR 16.101(e)-(f), 38 CFR 15.102(c); 45 CFR 46.101(e)-(f), 45 CFR 46.102(c), 45 CFR 46.402(d)-(e)]

New drafts, as well as major and minor revisions to WSU IRB policies begin with an initial administrative review. The individuals responsible for the initial administrative review of all new policy drafts, and major and minor revisions to existing policies include:  

· The Associate/Assistant Vice President for Research (AVPR);
· IRB Chair/Vice Chair;
· Director HRPP

· IRB Associate Director
· IRB Review Specialists
· IRB Training Coordinator
· Research Compliance Administrator; and/or
· A designee for any of the above individuals.
1.1 Process for Implementing Minor Revisions to a Current Policy/SOP:

The initial administrative reviewers will determine if the revisions to a current policy/SOP are major (impacts the day to day procedures) or minor changes.

If  the policy revisions are determined to be minor, they are presented to the IRB chairs  meeting. After minor policy/SOP revisions are accepted by the IRB chairs and AVPR, the final revised policy is date stamped and published on the website.
1.2 Process for Implementing a New Draft Policy or Major Revisions to a Current Policy/SOP:
If the policy revisions are determined to be major revisions by the initial administrative reviewers, the policy/SOP is sent to the Office of General Counsel (OGC) to ensure that it reflects the best current practices and complies with all relevant University policies and regulations, as well as all relevant federal and state laws and regulations. 

Once the policy/SOP is accepted by the (OGC), the policy/SOP is presented to the IRB chairs. After the revised policy/SOP is accepted by the IRB Chairs and, the revised policy/SOP is then presented to the IRB committees for a vote at the regularly scheduled full board meetings. Approval of a new or revised policy depends on a majority vote of those members present.
If a policy/SOP revision, or new policy/SOP draft is required in order to protect the safety or well-being of research participants, the Institutional Official may approve its immediate implementation after consultation with the AVPR and the IRB Chair or designee.
After the policy/SOP is accepted and approved by the initial administrative reviewers, the OGC, IRB Chairs, AVPR, and has received a vote for approval from all four IRB committees, the policy is ready to be published and implemented. 

1.3 Publishing and Implementing New and Revised Policies

Once a policy/SOP has made it through all required steps of approval, the policy/SOP is date stamped and posted on the website. 
All IRB administrative  staff  members  will  be  notified  when  a  new  or  revised  policy/SOP  is implemented. When a new or revised policy/SOP is implemented, all IRB members will be provided this information via email, included as an agenda item for the convened meeting and/or distributed at the scheduled IRB meetings.

All changes to policy/SOP will be reflected on the IRB website and notification of changes will be sent to the research community through a variety of educational initiatives or via e-mail (e.g., listserv).
Major policy changes may then be followed up with additional guidance documents or drop-in training sessions for researchers if necessary.  

2.0 Ongoing Policy Review:

All WSU research policies and SOPs will be reviewed as needed, or every three years following the process described above.

Relevant changes in state and local laws are reviewed on a regular basis by the OGC. Laws that require the immediate attention of the IRB are promptly reported to the Director HRPP, the IRB Chair, or the AVPR. Further discussion and review of revisions to IRB policies are conducted with dissemination of the information to each of the committees. 
3.0 General Counsel Responsibilities to the Institutional Review Board

A representative from the Office of General Counsel (OGC) holds a position as a voting member of an IRB committee and provides legal expertise to the IRBs and IRB Administration as necessary.
3.1 Policy Review

A designated member of the OGC reviews all new IRB policies for compliance with federal, state and local laws and University policy, including relevant definitions (e.g. child, legally authorized representative, legal guardian, emancipated minor). New policies/SOPs or policies/SOPs with major revisions are forwarded to the OGC prior to their being submitted to each of the IRB committees for review and final approval. If no necessary revisions are identified, the OGC certifies that the policy meets legal and regulatory requirements. If the policy requires revisions in order to meet compliance requirements, the policy will be returned to IRB Administration with suggested revisions. When the revisions are complete the OGC will review the policy again and if all compliance requirements are met it will be sent to each of the IRB committees for review and final approval. Policies cannot be approved by IRB Administration without first being reviewed and approved by the OGC.

Existing policies are reviewed by the OGC on an ongoing basis. 

Relevant changes in state and local laws are reviewed on a regular basis by the OGC. Laws that require the immediate attention are promptly reported to IRB Administration. Further discussion and review of revisions to IRB policies are conducted by IRB Administration with subsequent dissemination of the information to each of the IRB committees and the research community.
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