	ADMINISTRATIVE GUIDANCE: IRB-HSR Functions

	AG # 2-5

Revision #16

Effective Date:12-19-11
	TITLE: Minutes of IRB-HSR Meetings
	Page: 1 of 4


	Department:  IRB-HSR Functions

	AG #2-5

Revision #: 16
	TITLE: Minutes of IRB-HSR Meetings
	Page: 4 of 4



OBJECTIVE:

To outline the format for the Minutes of an IRB-HSR Meeting.

PROCEDURE:

The Minutes of an IRB-HSR meeting will follow the template in Appendix A.

The following items must be noted throughout the Minutes as appropriate.

· If a study includes any participants from a vulnerable population, a statement must be included stipulating which additional requirements were fulfilled in approving the study.

· If a study is approved providing waiver of consent, note which regulation it was approved under (45CFR46.116, 21CFR50.23 or 21CFR50.24).

· For any new protocol or modification reviewed by the Full Board, anyone with a conflict of interest with the study must leave the room during the final discussion and vote count.  If they are present at the meeting, their absence for the vote count must be noted in the Minutes. 
· For continuations or expedited events involving a conflict of interest between a study and a member of the board present at the meeting, it should be noted that this person abstained from voting.  

· Vote counts must be documented as follows:  For/Against/Abstain/Absent .

After all Meeting Events data has been entered into the database, create the Minutes in the following manner:

· Select "Meeting" from the left hand menu on the IRB Online Manage Profiles Page of the database.

· If a meeting date other than the default Next Meeting is needed, select the appropriate "Meeting Check In (date)" and select "Update".

· From the left hand menu/Report Section, select "Minutes".  This will open another page of meeting results in HTML format.

· Review the text for completeness.  A word search for "BLANK" will highlight missing event or vote count data.  Edit/modify as needed to enter complete data.

· Select "Printable View" for the upper left hand corner.  Select "Open" to view the document.  Save the text document as a Word Document in directory U:\IRB\HicFiles\(year)\(meeting date) with a file name along the lines of Minutes_(meeting date).doc.
· In the header of the minutes, enter the following: location of the meeting, full names of voting Board members present at any time during the meeting,  names of any visitors present for any part of the meeting, meeting start and end time. 
· Edit the Minutes document footer to include "Page "X" of "Y"" and "Minutes – (Meeting Date)".

· Spell-check the entire document.  If significant items are found, consult with appropriate IRB-HSR Staff to determine if a modified Assurance Form should be issued for that particular study event.

· If needed, add rows to the end of the document for special meeting announcements, such as education sessions, closed meeting proceedings, or notable special events.  
· Review the entire document for readability and page break formatting.  
· Save the Minutes Document to the directory U:\IRB\HicFiles\(year)\(meeting date).  

· Submit the document to other administrative staff for administrative and quality control review.  
· Once the Minutes Document has been finalized, electronically send the document to all current IRB-HSR Board Members, the Associate VP for Research and the IRB-HSR Staff.  Usually this is done by email attachment.  Include the following statement in the body of the email, "If there are any additions or corrections to these Minutes, please notify the IRB-HSR Office within one week."  The Minutes of the meeting will be distributed about one week following the meeting.  
· File a paper copy of the Minutes with the Agenda, along with a printed copy of the Sent Email to Board Members and any signed Confidentiality Agreements signed by Visitors in the appropriate Minutes Notebook.  These Minutes are usually kept in sequential order, with the most recent edition first and all others in descending order for past meeting Minutes.  
DOCUMENTATION:

A copy of all Minutes are kept in the IRB-HSR Office for 3 years.

REFERENCES:

45CFR46.104

Appendix A: IRB-HSR Minutes Template

The Institutional Review Board for Health Sciences Research

For the University of Virginia

Minutes for the Meeting of (Date)

(Location of Meeting)

Present: (List full names of those present at meeting.)

Guests: (List full names of those present at meeting.)

The members received notifications of all events found in the attached Agenda.

The Members were reminded to declare any conflicts of interest with items on the agenda.  
A non-scientist was in attendance for all votes at this meeting.
With a quorum of members present, the meeting was called to order at (enter time) and adjourned at (enter time).
OLD BUSINESS

(List in bullet format any old business discussed.  If a particular protocol is discussed include the name of the PI and the IRB-HSR #.)

NEW BUSINESS

FULL BOARD REVIEW

NEW PROTOCOLS:  Reviewed by Full Board
Name of PI, (IRB-HSR#) was ( insert vote result, i.e. approved, approved with modifications, etc.) by a vote of (insert vote count as For #, Against #, Absent [name], Abstained [name] ). (Insert any suggested changes.*)  (Insert specific criteria for vulnerable populations if applicable.)  (Insert designation of significant risk or non-significant risk if protocol involves an investigational device.)

Specific wording which may be used in Minutes as appropriate:  

The following items are required.  They must be incorporated and resubmitted to the IRB in order to obtain the approval to enroll subjects.  

The following items are suggestions from the IRB.  They are not required for the study to proceed as the IRB felt they did not affect the criteria for approval according to 45CFR46.111.  

The following items were included in the review of this protocol:  list items
MODIFICATIONS:  Reviewed by Full Board
(List all protocols in which modifications were approved by supplying the information listed below.)

PI name, IRB-HSR #, vote (insert vote count as For #, Against #, Absent [name] , Abstained [name] )

(description of the modification)

CONTINUATIONS:  Reviewed by Full Board
(List all protocols approved for Continuation Approval, supplying the information listed below.)

PI name, IRB-HSR #, vote (insert vote count as For #, Against #, Absent [name] , Abstained [name] )

(If any of the studies approved for continuations also had modifications list the modification approved after the IRB-HSR#.)

ANNOUNCEMENTS 

Insert any announcements from IRB-HSR Staff, IRB-HSR Chair or IRB-HSR Members.
