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1.
PURPOSE

To provide a framework to ensure that IRB meetings are conducted and documented in a consistent manner in order to meet federal and institutional requirements.

2.  POLICY

Generally, the IRB will review proposed research at full board meetings.  The IRB will meet monthly, or at a frequency determined by the IRB Chair and the IRB Manager (not less than 4 times per year).
3.
PROCEDURES
A.  Quorum

1. The IRB Meeting cannot begin until a quorum exists.  A quorum is defined as one half of the number of regular members plus one.  A quorum may be lost during a meeting if members leave.  No votes will be taken until a quorum returns.

2. A quorum consists of regular and/or their alternate members and includes: at least one member whose primary concerns are in scientific areas, and one member whose primary concerns are in nonscientific areas. 

3. There shall be at least one physician member from any Avera Facility at Avera IRB meetings.  

4. An alternate member may attend in the place of an absent regular member in order to meet the quorum requirements outlined above.  

5. A special consultant(s) will not be used to establish a quorum.

B. Primary Reviewers
Prior to the meeting, the IRB Manager will designate primary reviewers for each research proposal.  The primary reviewer's duties are described in SOP OR 203.
C. Meeting Materials Sent Prior to IRB Meetings
All IRB members will be sent study documentation required for review sufficiently in advance of the meeting to allow time for adequate review.  These include: 

1. Agenda: a meeting agenda will be prepared by the IRB Manager or designee and distributed to IRB members prior to each meeting.  A copy of the agenda and attached materials will be maintained on file with the meeting minutes.

2. Reviewer materials  

a) All IRB members

1. A completed Application for Approval of Research Involving Human Subjects (for new studies)
2. Proposed informed consent document(s) and/or script as appropriate 

3. Abbreviated copies of the study protocol and clinical investigator’s brochure
4. Subject recruitment information (if any)


b) Primary reviewers  

· Full Investigator’s or Sponsor’s protocol 

· A completed Application for Approval of Research Involving Human Subjects (for new studies)
· Proposed informed consent document(s) and/or script as appropriate 

· Copies of surveys, questionnaires, or videotapes, as appropriate

· Copies of letters of assurance or cooperation with research sites, as appropriate

· Investigator Brochure (if one exists) 

· Advertising intended to be seen or heard by potential subjects, including email solicitations and physician letters

· General Protocol Review Checklist

D.
Minutes

The Federal regulations for the protection of human subjects [45 CFR 46.115(a) (2)] require that "Minutes of IRB meetings… shall be:

a) In sufficient detail to show attendance at the meeting; 

b) Actions taken by the IRB; 

c) The vote on these actions including the number of members voting for, against, and abstaining; 

d) The basis for requiring changes in or disapproving research; and 

e) A written summary of the discussion of controverted issues and their resolution." 

These are minimum requirements.  

1)
Recording:  The IRB Manager or designee will take minutes of each meeting.  Minutes will be written in sufficient detail to show the above noted items: and,  

· Meeting attendance; including status of each attendee (regular member, consultant, etc.), and conflicts of interest, if any; 
· Documentation when the number of voting members changes but a quorum is maintained.

· Documentation of members not in the room at the time of a vote or when members leave a meeting prior to adjournment.


2)
Approval:  Draft minutes will be distributed to members at the next IRB meeting for review and approval.  

a) Corrections requested by the IRB will be made by the IRB Manager or designee and the minutes will be printed in final form and made available to members.  The Manager of the IRB shall sign approved minutes.

b) The IRB Manager will maintain copies of the minutes, as well as the agenda and pertinent materials on file 


A majority of members must vote in favor of an action for that category of action to be accepted by the IRB.  Only regular and alternate members acting in place of absent regular members may vote.  The vote will be recorded in the minutes. Members with a conflict of interest will recuse themselves from voting and such will be noted in the minutes. When possible, the minutes will indicate why the member abstained.

E
Telephone Use 

1.
Convened meeting using speaker phone: 

Should a member not be able to be physically present during a convened meeting, but is available by telephone, the meeting can be convened using a speakerphone. The member who is not physically present will be connected to the rest of the members via speakerphone. In this manner, all members will be able to discuss the protocol even though one member is not physically present.  Members participating by such speakerphone call may vote, provided they have had an opportunity to review all the material the other members have reviewed.  

2.
Meetings Conducted Via Telephone Conference Calls:

On occasion, meetings may be convened via a telephone conference call. A quorum (as defined above) must participate for the conference call meeting to be convened. To allow for appropriate discussion to take place, all members must be connected simultaneously for a conference call to take place -- "telephone polling" (where members are contacted individually) will not be accepted as a conference call.

Members not present at the convened meeting, nor participating in the conference call may not vote on an issue discussed during a convened meeting (no voting by proxy).

3.
Meeting via Videoconference
Due to the proximity of the Facilities covered by the Avera IRB and to facilitate participation by local members from all sites.  IRB meetings may be conducted via videoconference.  A quorum as previously defined must be present for the meeting to be convened.  Each participating IRB member shall;

a) Receive all pertinent material prior to the meeting as noted in item C.2 Meeting Materials), and

b) Should participate actively and equally in the discussion of all protocols.  

Meeting minutes will reflect the location of each remote-member participant.  Should voting preferences not be clear on a particular IRB action, the IRB Chair may individually poll members for their response.


F.
Voting

Members of the IRB vote upon the recommendations made by the primary reviewers according to the criteria for approval (see SOP RR 402 and 404).  Members also will determine level of risk, the frequency of review for each protocol, and monitoring of the investigative site.  Each IRB item will be voted on individually (there will be no block voting).

Description of Voting Options:

Approved: the research project has been approved by the convened board as submitted and the investigator is not requested to revise any aspect of the project.  The approval date issued will be the date of the Board Meeting.

Contingent Approval: the convened board did not have any major concerns with the design of the research project; however, revisions are being requested from the investigator.  All minor revisions will be submitted and reviewed by the IRB Manager or Chair for final approval of the project before the investigator can begin.  The approval date will be the date of the full Board meeting.

Deferred: the convened board requires significant additional information and/or a risk /benefit assessment could not be made with the information provided.  The investigator is notified.  The investigator may submit the requested information or may attend the next scheduled full board meeting to answer questions.

Rejected: the magnitude and/or number of concerns, questions, or problems related to the research project is such that a contingent approval cannot be made.  The investigator or study staff will be requested to attend a full board meeting and re-submit the study.

4.  SCOPE

These policies and procedures apply to all research submitted to the IRB.

5.  RESPONSIBILITY

IRB Manager is responsible for IRB meeting procedural conduct and documentation.

IRB Chair (or designee) is responsible for IRB meeting review conduct and leadership.

6.  APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46.103, 46.108

21 CFR 56.108, 56.109

FDA Information Sheets, 1998

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.  ATTACHMENTS

9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager
	Prepare meeting agenda using IRB software
	IRB Agenda

	IRB Manager

IRB Chair
	Conduct preliminary assessment of submissions that may be exempt from IRB review.
	See also SOP FO 302

	IRB Manager
	Conduct assessment of submission adequacy and contact Investigators for any missing elements.
	See also SOP FO 301

	IRB Manager


	Assemble reviewers' packets.  Send to all regular members of the IRB. 

Send pertinent protocol information to consultants invited to the meeting.
	

	IRB Manager
	Attend meeting of the IRB.  Record proceedings of the meeting (per 45 CFR 46.115(a)(2).  
	

	IRB Manager
	Provide IRB members with summary of expedited reviews conducted and serious adverse event reports received since the last IRB meeting.
	Report of IRB Activities Since the Last Meeting

	IRB Chair
	Using the IRB Agenda/ as a guide, chair meeting.  Ensure that all business is addressed, that proceedings are recorded, and that any member who has a conflict of interest does not participate in the IRB's consideration or vote on the study for determination.
	IRB Agenda/

	IRB Manager or Designee
	Complete draft minutes in time to include in the reviewers' packets for the next meeting.
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