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Virginia Tech Institutional Biosafety Committee SOP: the IBC Meeting Process
IBC Protocol Submissions

1. PI submits protocol application using IBC Protocol Management (https://secure.research.vt.edu/ibc).

2. IBC Program staff work with the PI to make sure that the protocol is complete, and that any relevant information has been added, and training required for all protocols has been started.

3. BSO works with the PI to make sure that the risk assessments, biosafety manuals, hazard summaries and lab inspections have been completed.  

4. When the protocol documents and information have been completed, the IBC Program Protocol Coordinator will send the protocol to the IBC Chair for review, if submitted as a minor amendment or exempt application, or place the protocol onto the next meeting agenda if submitted for full review.

5. For all minor amendment and exempt applications, the IBC Chair determines if the protocol is “exempt”, or if it requires full committee review.

6. The IBC Chair informs the IBC Program Director of the review required.

a. If exempt, the IBC Chair will inform the IBC administrator of the exempt status, including any modifications that are required (if necessary).

7. If full committee review is required, the IBC Chair will select (an) IBC member(s), with the expertise to review the protocol, to be the primary reviewer(s).

8. Primary reviewers will typically receive the protocol 2 weeks before the scheduled IBC meeting.

9. The primary reviewer reviews the protocol, using the “Primary Review Summary” as a guide to the information needed to assess the risk(s) and safety concerns.

a. If the primary reviewer has questions, or needs additional information, he/she can contact the IBC Program Director and/or BSO.

b. The IBC Program Director and/or BSO will contact the PI, and send all new information back to the primary reviewer.
c. The primary reviewer uploads the completed “primary review summary” onto IBC Protocol Management by 10 am on the day prior to the IBC meeting.  

d. The “protocol review summaries” will be added to the meeting agenda PDF file (on IBC Protocol Management) by 11am, and a message will be sent to all IBC members to let them know the agenda file has been updated with the summaries.
Requirements for IBC Meeting Quorum

The conduct of official IBC business occurs at convened meetings that must include a quorum of members for the meeting to be held.  The VT IBC defines a “quorum” of members as “5 voting members”.  The quorum includes any member(s) with the expertise to review the protocol(s) being discussed at the meeting.  A protocol’s approval status is upheld if more than 50% of the members present vote in favor of the proposed status.

IBC Convened Meetings

The IBC convened meetings are typically held once per month, on the second Tuesday of the month.  Rescheduling may occur due to the inability to achieve a quorum of members.  Non-scheduled meetings may be called by the IBC to discuss matters that arise and require earlier resolution.  The IBC Program Director is responsible for assuring that a meeting location is reserved and that all arrangements for the meeting are made. 

At the scheduled time, and upon reaching a quorum, the IBC Chair will call the meeting to order and follow an agenda that is prepared prior to the meeting.  The typical order of the agenda is as follows:

· Call to order
· Approval of the previous month’s meeting minutes

· Review of protocols

· IBC-related old and/or new business

· Next meeting date announcement

· Meeting adjournment

IBC meetings are considered open, and as such, members of the VT community and the public may request to attend an IBC meeting.  Those who wish to attend an IBC meeting can contact the IBC Program Director.  The IBC Program Director will confirm with the IBC Chair that there are no discussions scheduled that require the meeting, or parts of the meeting, to be closed.

Protocol Review
When reviewing the protocols, there are several activities that the IBC must carry out on behalf Virginia Tech:
· Conduct an assessment of the containment levels proposed, and the requirements cited in the NIH Guidelines and BMBL.

· Assess the facilities, procedures, practices, training and expertise of the personnel involved in the research.

· Ensure compliance with the NIH Guidelines and BMBL.

As cited in the NIH Guidelines, Sections II and III, the discussion of the protocol (and IBC Meeting Minutes) should include the following information:

· Applicable NIH Guideline Sections
· Agent characteristics (e.g. risk group, virulence, pathogenicity)

· Type(s) of manipulations planned

· Source(s) of the inserted DNA sequences

· Nature of the inserted DNA sequences

· Host(s) and vector(s) to be used

· Containment conditions and PPE proposed, and those that the IBC recommends
· Training requirements

Possible Review Outcomes and Principal Investigator (PI) notification
Approval: When the IBC determines that all review criteria have been met, the IBC may vote to approve the protocol.

Requires Modifications: If the IBC determines that some minor information in the protocol needs to be amended, or if training needs to be completed, the IBC may vote to “require modifications”.  The IBC may determine that the amendments need to be reviewed and approved by the primary reviewer, IBC Program staff, BSO and/or a combination of those individuals.  The PI will be notified of the revisions that are needed, and will be given a deadline to submit the revisions.  Upon adequate completion of the revisions, and review by the appropriate individual(s), the protocol may be approved.

Tabled: If the IBC determines that major information is missing from the protocol,  which impedes the ability of the committee to adequately review the risks, experience and/or safety containment of the research; a certain number of members with specific expertise are not present; the IBC wishes to seek external consultation; and/or other reasons impeding the ability of the IBC to properly review the protocol,  the IBC may vote to “Table” the protocol.  The PI will be informed of the reason(s) for tabling the protocol along with a list of the revisions required for re-review of the protocol.  Upon completion and submission of the revisions, the protocol will be re-reviewed at the next available convened IBC meeting.

Disapproved: When the IBC determines that a protocol has not adequately addressed all of the requirements of the NIH Guidelines and/or IBC policies, the IBC may withhold approval. The PI will be notified of the reasons for the disapproval, and will be given recommendations regarding how to safely perform the proposed research within the regulations and policies of the NIH Guidelines and VT IBC.  The PI will be given the opportunity to discuss the research with the IBC.  When ready, a new protocol must be submitted to the IBC for review.

PI Notification of Protocol Status
The PI will be notified of the status of a protocol within 24 hours after the meeting has adjourned.  Notification will be via e-mail.  If not approved, the e-mail will include a link to review the revisions required, and any deadlines for the submission of the modifications.

Approval e-mails will include an approval letter.  The approval letter will state the date of approval, information regarding annual reviews, the protocol expiration date, information regarding protocol renewals, and a reminder of the PI’s roles and responsibilities. 
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