
APPENDIX A-17

POLICY FOR SUBMISSION OF AUDIT REPORTS
The HEC is responsible for local oversight of all human subject research and for assuring, to the greatest extent possible, the safety and welfare of the research subjects.  To carry out its responsibilities, the HEC reviews all new proposals, provides continuing review of research activities, reviews adverse event reports, and, if necessary, undertakes on-site audits of investigator research records.

Conducting research utilizing human subjects, by regulation and from a practical standpoint, is based on a system of trust in the integrity of the investigator.  Specifically, the HEC trusts that the investigator will conduct responsible research and keep the safety and welfare of the subjects in mind at all times.  It also assumes that when inadvertent protocol deviations occur, the investigator will notify the HEC of the deviation and the corrective actions taken to prevent future occurrences.

Oversight of clinical trials may occur by several methods, one of which is the audit process conducted by a Contract Research Organization (CRO), sponsor monitor etc. The audit process, often viewed in a negative sense, can also be viewed as a valuable oversight function.  The audits may identify potential issues of concern regarding subject safety and welfare that can be corrected, thereby preventing injury to a research subject.

It is the policy of the HEC that a copy all reports of audits performed by CROs, sponsor monitors, or any other external or internal entity is submitted to the HEC/DSMSC promptly upon receipt of the report from the auditing entity. This policy exists to ensure oversight by the HEC and appropriate TMC officials so that research subjects may be better protected.
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