IRB Tip: Roles and Responsibilities of IRB Members

Guidance for implementing federal and institutional IRB policies
The following guidance focuses on the duties of IRB Members (regular and alternates). 

Guidance to IRB Members 

Members have the following reviewer responsibilities:

· Attend IRB meetings.  Apart from the need to establish a quorum, the IRB meetings cannot function without broad representation present.  If a primary IRB member is unable to attend a specific meeting, it is that individual’s responsibility to notify his/her alternate member and to forward the meeting’s materials to that person.  Research Protection Programs (RPP) will assist in distributing the package if requested.

· Notify RPP if unable to attend a meeting, with as much lead time as possible since reviewers are assigned approximately 9 days prior to the IRB Full Board meeting.  See the calendar at http://research.llu.edu and contact RPP at x44531 or e-mail irb@llu.edu.  

· Attend the meeting on time and remain until adjournment whenever possible to ensure quorum is sustained.  If your availability requires last minute adjustments to the agenda, notify the IRB Chair presiding at that meeting or RPP staff.  Hereafter “IRB Chair” will be interpreted as Chair or designee.  

· When bringing a guest, take responsibility for orienting the guest at least briefly to the flow of the IRB meeting, for providing the guest’s name to the IRB Secretary to be recorded in the IRB Minutes, and for assuring that the guest is aware of the need for confidentiality regarding meeting content, and completes the Confidentiality Agreement form.  See the Conduct of IRB Meetings SOP and the IRB Confidentiality Agreement.
· Leave the meeting room during voting/discussion when listed as investigator/staff on a protocol or abstain for other conflict of interest.  See the IRB Member Conflict of Interest SOP and IRB Membership Conflict of Interest IRB Tip.   
· Provide all reviewer notes, checklists, and marked-up informed consent documents to IRB Secretary. 

· Personally shred all other application materials or provide them to IRB Secretary for confidential disposal at the conclusion of every meeting.  IRB Members are reminded of the confidential nature of information discussed during the evaluation of applications, especially those sponsored by commercial organizations. 
· Refer to resource materials, such as: 

· the Robert Amdur’s “Institutional Review Board Member Handbook” for guidance on Federal regulations,

· updated guidance and news in the “IRB” journal,

· supplementary resources at http://research.llu.edu when evaluating protocols and participating in IRB discussions at meetings, and

· specific regulatory guidance for individual protocol review provided by RPP staff.

Primary reviewers should follow the guidelines below: 

1. For new Full Board studies, use the Primary Reviewer’s Worksheet to make an organized list of concerns, questions or corrections to be raised with the board.  For other types of reviews, refer to the Amendment and Continuing Review Checklists.  This helps speed up the time required to review the projects without overlooking significant details. 

2. To minimize delays in the review process, plan for adequate preparation time to review the protocol prior to the meeting.  The primary reviewer may contact the investigator in advance in order to clarify an issue of concern, to ask the investigator to provide supplementary information, or to invite the investigator to attend the IRB meeting (must be coordinated with the Chair).  The primary reviewer may remain anonymous to the investigator unless he/she chooses otherwise.   

3. Identify potential ethical problems and how these are addressed in the proposal.  Reviewers may seek counsel from the LLU Ethics Center if the situation warrants.

4. Differentiate between points of ethics (or science) and style.  IRB will require that ethical concerns be addressed by the investigators, but will handle matters of style as suggestions (unless the style interferes with an ethical point). Nonsubstantive edits or corrections do not require discussion unless the reviewer is not clear what action would resolve the item.  These are submitted to the IRB Secretary as part of the reviewer’s notes.  IRB Staff will assist in coordinating multiple recommendations and presenting such issues to the investigator.

5. If the application materials submitted by the investigator do not adequately address IRB requirements, consult the Chair as to the advisability of withdrawing the application from the agenda.  The Chair may find the inadequacy of the application significant enough to withdraw the study from the agenda without discussion and review. The reviewer should then prepare a brief outline of the substantive questions to be addressed before the investigator can re-submit.  Alternatively, if the questions are not thought to be substantive, the reviewer may be advised to proceed with the review at the IRB meeting and have the full IRB confirm any concerns.   This could still result in a motion to table the study if the concerns are not resolved, if documentation is inadequate to support review, or if the IRB cannot stipulate a specific resolution.

6. Begin the review process of a protocol at the meeting by making the presentation to the IRB, using the Primary Reviewer’s Worksheet as a guide, or the Amendment or Continuing Review Checklists if appropriate.  Also refer to the Example Script for IRB Members.

7. After review of the project, make one of the motions described below, including suggested risk assignment and any requests for clarification or changes to be made: 

a. Approved.  The protocol is approved as submitted. Recommendations may be provided that are offered by the IRB but which do not require acknowledgement or adoption.  

b. Conditionally approved: IRB approves the study in principle but requires a written response from the investigator.  Release of approval is pending receipt of the requested response.  The Chair is authorized by the IRB to administratively review the investigator’s response to determine if it adequately addresses the issues raised during IRB review and may accept the response or refer it back to the full IRB.   Concerns raised by the IRB which can be resolved through Conditional Approval process must fall in one or both of the following categories:
(1) With non-substantive changes:  A “non-substantive change” is defined as any change or clarification which by its nature would fit an Expedited category.  

(2) With substantive changes:  A “substantive change” is defined as a change that does not qualify under Expedited review.  It requires the IRB to stipulate how issues will be resolved and the investigator must accept these in writing.    If the investigator does not accept such stipulations, he/she must submit a justification to the full IRB for review and approval. 

c. Tabled.  The proposed changes are substantive and cannot be stipulated by the Committee or the questions asked by the IRB are significant enough to warrant additional review and clarification.  See the Investigator’s Response to a Tabled Study IRB Tip.
d.  Disapproved.  The protocol does not meet regulatory or institutional standards.

8. Notate needed modifications and corrections to the consent form and/or other application materials and submit in the “Reviewer’s Comments” box for the IRB Secretary to communicate to the PI.
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