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OBJECTIVE:

To outline the procedure for the conduct of the IRB-HSR including regular and specially convened meetings.

PROCEDURE:

· Meetings are routinely held in person.  On occasion, due to weather or other unforeseen circumstances, the IRB meetings may be held by conference call.  The procedures of the meeting are the same regardless of the type of meeting ( in person or conference call).  Additional information regarding IRB-HSR meetings may be found in the Members Guidance.  
· For routinely scheduled meetings, a packet will be sent to the members approximately one week prior to the meeting which will include:

1. The agenda for the upcoming meeting which includes the reviewers’ assignments

2. Members who are assigned scientific or non-scientific reviewers will receive paper documents of the protocol and consent form for each assigned review. Also included will be a computer flash drive containing electronic copies of all study documents undergoing Full Board Review.  
3. The assigned Scientific Reviewer will receive paper documents of the IRB-HSR Reviewer's Checklist and the sponsor's documents, such as the Investigator’s Brochure and sponsor’s protocol if applicable, the IRB-HSR protocol and study consent form(s).  Any additional supporting documentation submitted by the study team or IRB-HSR Staff will be included with this review.  The assigned Non-Scientific Reviewers will receive paper copies of the Non-Scientific Reviewer's Checklist, the IRB-HSR protocol and consent, and sponsor's protocol.
4. For modifications requiring Full Board review, the assigned Scientific Reviewer will receiver modified IRB-HSR documents that may include the IRB-HSR protocol and/or consent(s) and any modified sponsor's documents, such as sponsor's protocol, Investigator Brochure and/or additional sponsor documentation.  There is no non-scientific reviewed required for Full Board Modifications.  
5. For Full Board grant reviews, the assigned Scientific Reviewer will  receive a copy of the full grant application sent to the granting agency or foundation, a Grant Summary Form, a Grant Information Form, and a Grant Application Reviewer’s Checklist.
6. For Protocol Continuation Reviews, a scientific reviewer will receive paper copies of Status Forms, current IRB-HSR protocol and consent form(s), comprehensive Event List and Adverse Event List.  For other Board Members, this information is located on the computer flash drive. 
· If needed, an emergent meeting may be called.  IRB members will be provided essential documents prior to the meeting with enough time to review the information.  

· The agenda will follow the format in Appendix A. On the Agenda Date use the IRB-HSR Database to write the agenda.  The conduct of the meeting will follow the items listed in the agenda.   Exceptions will be made to accommodate the schedules of guests and board members.

· The final agenda will be shared with the following:

· IRB Members
· IRB Staff and Educators

· Associate VP for Research

· School of Medicine Assistant Dean for Clinical Research

· School of Medicine Clinical Trials Office Director

· Cancer Center PRC Chair and Coordinator

· Radiation Safety Committee Chair

· GCRC Research Subject Advocates

· VPR Post Approval Compliance Monitors

DOCUMENTATION:

The conduct of the meeting is recorded in the meeting minutes.

All documents are kept on file for 3 years after the meeting date.

REFERENCES:

Majority:  21CFR56.108c

Other pertinent AG:  2-5:  Minutes of IRB-HSR Meetings



     2-3:  Education for IRB-HSR Members

FDA Information Sheet page 2 (page 3 of 12)

Appendix A:  Agenda Format

University of Virginia

Meeting of (MM-DD-YYYY)

Assignments 
Old Business - Protocols 

IRB_HSR # - Principle Investigator -- Name of Scientific and Non-Scientist Reviewers (is needed)
New Business - Protocols

IRB_HSR # - Principle Investigator -- Name of Scientific and Non-Scientist Reviewers
5-Year Updates - Protocols
IRB_HSR # - Principle Investigator -- Name of Scientific and Non-Scientist Reviewers

Modifications - Full Board

IRB_HSR # - Principle Investigator -- Name of Scientist Reviewer

Grants

IRB-HSR G# - Principle Investigator -- Name of Scientific Reviewer

Continuations

IRB-HSR # to be reviewed -- Name of Scientific Reviewer

Special Notices or Events

IRB-HSR # - Principle Investigator -- Name of Event Presenter(s)
THE IRB FOR HEALTH SCIENCES RESEARCH OF THE UNIVERSITY OF VIRGINIA

Agenda for the Meeting of (Date)

(Location of Meeting)

OLD BUSINESS

Each old business protocol submission will be described in a paragraph after the following information:

Name of PI, IRB-HSR# …….

NEW BUSINESS

FULL BOARD REVIEW

NEW PROTOCOLS: Review by Full Board
Each new protocol submission will be described in a paragraph after the following information:

Name of PI, IRB-HSR#…
MODIFICATIONS: Review by Full Board
Each new full board modification will be described in a paragraph after the following information:

PI name and IRB-HSR #

NEW GRANT APPLICATIONS:  Review by Full Board

Each new grant will be listed

PI name and IRB-HSR G#
CONTINUATIONS:  Review by Full Board
Each new continuation will be listed. 

 PI name and IRB-HSR #

EXPEDITED REVIEW AND APPROVAL

NEW PROTOCOLS: Expedited Review

(List by PI name and IRB-HSR #, date of expedited approval all protocols to be reviewed)

NEW PROTOCOLS: Exempt Review

(List by PI name and IRB-HSR #, date of expedited approval all protocols to be reviewed)

PROTOCOL MODIFICATIONS: Expedited Review

(List by PI name and IRB-HSR #, date of expedited review all protocols to be reviewed for Modification Approval)

PROTOCOL CONTINUATIONS: Expedited Review

(List by PI name and IRB-HSR # , date of expedited review all protocols to be reviewed for Continuation Approval.  Document any modifications to the protocol in the comment section. )

GRANT CONTINUATIONS: Expedited Review

(List by PI name and IRB-HSR #, date of expedited review all grants to be reviewed for Continuation Approval)

CLOSED PROTOCOLS: Expedited Review

(List by PI name and IRB-HSR #, date of closure of all protocols closed) 

CLOSED GRANTS: Expedited Review

(List by PI name and IRB-HSR #, date of closure of all grants closed) 

ADVERTISEMENTS:  Expedited Review

ADVERSE EVENTS/ UNANTICIPATED PROBLEMS/ PROTOCOL VIOLATIONS:  Notification 

Please review attached report “Adverse Events Notification to Full Board”

ANNOUNCEMENTS 

(Any announcements from IRB-HSR Staff, IRB-HSR Chair or IRB-HSR Members)

BIBLIOGRAPHY

(Bibliography of all protocols listed in agenda)

