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OBJECTIVE:

To describe the procedure to perform routine audits of the IRB-HSR Office.

PROCEDURE:

1. About every 5 years the IRB-HSR Director or designee will perform an internal audit of the IRB-HSR. 

2. The FDA Self Evaluation Checklist or an equivalent form should be completed and submitted along with a cover letter stipulating the audit has been completed to the IRB-HSR Chair and the Associate VP for Research.

3. A copy of the cover letter and the original audit report should be kept in the Audit file in the IRB-HSR office.  The resolution of any problems found during an audit, must be documented and copied to the IRB-HSR Chair and the Associate VP for Research..

4. In addition, about every10 years an external audit will be performed by an individual outside of UVA.  As before, the cover letter and the audit report will be filed in the IRB-HSR Office.

DOCUMENTATION:

Documentation will be done on the audit report form. 

REFERENCES:

FDA Institutional Review Board Inspections Guide

A Self-Evaluation Checklist for IRBs

