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SOP 02

INTERNAL AUDITS

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for the conduct of internal audits of research projects.  This SOP specifies the requirements for the preparation, conduct, and closing of internal audits.  

2.0
REQUIREMENTS

2.1
The compliance officer and/or designated representative shall conduct the internal audit.  

2.2
The compliance officer shall prepare and maintain an annual internal audit schedule based on the status and importance of activities covered by the quality system.  

3.0
PRE-AUDIT PREPARATION

3.1
The auditor will notify the PI of the study and schedule a time and place to conduct the audit.  This notification shall be accomplished via memorandum.  Prior to the conduct of the audit, the auditor shall review the study protocol and applicable IRB documentation.

4.0
THE AUDIT PROCESS

4.1
The auditor shall initiate and complete an audit checklist to document the proper performance of the audit.  The audit will consist of a review of documentation to confirm conformance to requirements.  

4.2
The auditor shall compare study documentation against the requirements of this Quality Manual (including SOPs), appropriate regulations, guidelines, the protocol, and/or policies.  

4.3
The auditor will have access to files and records to verify conformance.

4.4
An audit finding is defined as a finding violating appropriate regulations, guidelines, the protocol, SOPs and/or policies.

4.5
The auditor will hold an exit briefing with the PI and/or study coordinator.  The purpose of this briefing is to discuss each audit finding.    

4.6
The audit will be documented on a form similar to Appendix A, Internal Audit Report Form.
4.7
Upon completion of the audit, the auditor will submit the audit report to the ACOS/ R&D, the AO/R&D, and the IRB Program Manager.  After administrative review, the IRB Program Manager will forward the audit report to the appropriate IRB.  After review of the audit report, the IRB will forward the audit report to the PI and request a response.    

4.8
The PI will respond to audit findings by memorandum to the IRB.  The audit will not be closed until all audit finding recommendations are implemented and/or resolved, as determined by the IRB.
4.9
The compliance officer will retain a copy of all audit reports.  
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