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Operational Assessment Procedure (Pre Award) – IRB/IACUC Review
Human Subjects (IRB) and Animal Experimentation (IACUC) Compliance:
The Business Analyst will receive a monthly report from the BUMC IRB Committee containing an updated list of all currently active IRB and IACUC approvals for BUMC personnel. The Business Analyst will import these monthly reports to create and update the Current IRB Approval and Current IACUC Approval tables in the SAM database. These two tables will be linked to data entry forms in SAM in order to ensure that only currently active and valid IRB and IACUC protocol numbers may be associated with the tracking of BMC proposal applications and activities.

During the proposal development process, the Proposal Development Specialists will use these SAM tables to verify that IRB and IACUC information provided on the Proposal Summary Sheet by PIs and departmental administrators is accurate.

In addition to linking the IRB and IACUC tables to data entry forms in SAM, the Business Analyst will also create queries and reports in SAM to identify active projects whose IRB and/or IACUC protocols are pending, expired, or due to expire in the next 60 days. The Proposal Development Supervisor will run these queries quarterly and will submit a copy of the IRB and IACUC reports to Associate Director of Pre-Award.

The Associate Director of Pre-Award will review the IRB and IACUC quarterly reports, identify any discrepancies, and direct Pre-Award staff to inform project personnel of any discrepancies requiring further information or action, as appropriate.

Criteria:  

All active BMC projects must comply with laws, regulations, and hospital policies concerning Human Subjects and Animal research. For this reason, all active grant-funded projects in the SAM database will be tested quarterly to ensure compliance. Valid IRB and/or IACUC protocols or exemptions must be in place for all time periods in which Human Subjects or Animal research requiring IRB/IACUC approval is conducted, without exception.
Procedure: 

Step 1.  Quarterly IRB/IACUC Reports for all Active Research Grant Projects

Using the SAM database, run quarterly reports to identify all active BMC research projects involving Human or Animal Subjects:

· Are any IRB/IACUC protocols identified on the Post Award Info form invalid?

· Are any active projects involving Human or Animal subjects missing protocols?  

· Are the protocols for any active projects due to expire within the next 60 days, prior to the project end date?

Step 2.  Notify Associate Director of Pre-Award of any Discrepancies

The Proposal Development Supervisor brings a copy of the quarterly IRB and IACUC reports to the Associate Director of Pre-Award, highlighting any discrepancies (affirmative answers to any of the three questions listed in Step 1). The Associate Director will review the information to determine appropriate next steps and will instruct Pre-Award personnel accordingly.

2) Operational Assessment of Accuracy of SAM IRB and IACUC data:

To ensure that the data used to generate the quarterly IRB and IACUC reports are accurate, the Supervisor, Research Compliance & Contracts will perform biannual operational assessments of SAM database entries.

Criteria:

In order for quarterly IRB and IACUC reports to meaningfully monitor compliance, the SAM database must accurately state whether research activities involve Human and/or Animal subjects. An operational assessment will ensure that SAM data is accurate and the report results are reliable. 

Approximately 330 out of 450 currently active projects in SAM indicate Human Subjects and/or Animal experimentation. During the year, test 120 activities not indicating Human Subjects or Animal research in SAM to ensure that these activities are correctly entered in the database. Test 60 activities in November and an additional 60 in June.

Step 1.  Activity Selection

In November of each year, the Supervisor, Research Compliance & Contracts will select, at random, 60 BMC (Company 100) activities from the SAM database that indicate no Human Subjects or Animal research. The Supervisor will print out copies of the SAM Post Award Information forms for each activity and will retrieve the activity folders for each. In June of each year, the Supervisor will select an additional 60 activities that were not part of the November testing.

Step 2.  File Review

The Supervisor will review each activity file to confirm that neither Human Subjects nor Animal research is involved in the performance of grant activities. The Supervisor will review the following file documents:

· Proposal Summary Sheet

· Does the Proposal Summary Sheet indicate Human Subjects or Animals?

· Notice of Grant Award

· Does the NOGA mention restrictions pending IRB/IACUC approval?

· Scope of Work for BMC (if subcontract) or for any subcontractors

· Do any scopes of work on file indicate Human Subjects or Animals?

· Detailed budget and/or budget narrative

· Do any budget documents mention animal care expenses or study participation fees?

· IRB or IACUC letters

· Were any IRB or IACUC approval letters included in the file?

Step 3.  Evaluation of SAM IRB and IACUC Data

After each biannual review, the Supervisor will submit a written report of error findings or absence thereof to the Associate Director of Pre-Award.

Step 4.  Process Improvement

The Supervisors and Associate Director of Pre-Award will meet as a group to identify patterns of success and areas where improvement or education should be focused upon.  

