Reporting Requirements for Informed Consent Audits

Beginning in FY2009, Veterans Health Administration (VHA) research facilities must conduct complete audits of informed consent documents for all research studies.  The 2009 Executive Career Field (ECF) Performance Plan measure of Research Compliance provides guidance for conducting audits and reporting audit results to the Office of Research Oversight (ORO).  The following information addresses reporting requirements for informed consent audits of human subject research.  Separate guidance will follow soon regarding the required tri-annual regulatory audits.
Serious or Continuing Noncompliance identified during a Research Compliance Officer’s (RCO) audit must be reported as described in VHA Handbook 1058.01, Requirements for Reporting Research Events to Facility Oversight Committees and the Office of Research Oversight, to be reissued soon.  The revised Handbook will be provided directly to ORO LISTSERV members and placed on the ORO Website.  Specifically, a RCO identifying serious or continuing noncompliance (as defined in the revised VA Handbook 1058.01) during an informed consent audit must report the noncompliance to the Facility Director, the Associate Chief of Staff for Research (ACOS/R), the Research and Development Committee (R&DC), and the Institutional Review Board (IRB) Chairperson within 5 business days of identifying it. The Facility Director has an additional 5 business days to report the noncompliance to the ORO Regional Office, the Office of Research and Development (ORD), and Veterans Integrated Service Network (VISN) leadership.  The following are examples of informed consent noncompliance that should be reported on this timeline:

· Lack of an informed consent document signed and dated by a subject.

· Use of an unapproved, unstamped, and/or outdated informed consent document.

· Initiation of study procedures prior to obtaining informed consent (only applies to subjects accrued in the last 12 months).

· Lack of proper Health Insurance Portability and Accountability Act (HIPAA) Research Authorization.

Annual Reporting of Informed Consent Audits.  VHA Facility Directors must report to ORO summaries of their research informed consent audits with their Annual (July 1) Certification of Research Oversight.  
· Initial Auditing:  The July 1, 2009, summary will cover informed consent audits for all studies active (open to enrollment or closed to enrollment but still with data collection or data analysis) anytime from January 1, 2009, through May 31, 2009.  This initial audit will include all informed consent documents signed in the previous 12 months, including re-consents of previously-enrolled subjects.  (For example, a subject was first enrolled July 2006.  New risks related to study participation were found August 2008, necessitating a new consent document.  The subject re-consented by signing the new informed consent document.   Thus, the August 2008 consent document should be included in the audit, but the July 2006 document should not be included.)
· Subsequent Yearly Reports:  Beginning with the July 1, 2010, Annual Facility Director Certification, the audit summary will include all studies active from June 1 through May 31, including subjects accrued and/or re-consented since the previous audit. 
See the attached “Annual Certification of Facility Informed Consent Audits of VHA Research” for the format to be used.
Please see the attached documents for additional information.

· Annual Certification of Facility Informed Consent Audits of VHA Research

· A Sample Audit Tool for Research Compliance Officers (RCOs) Annual Informed Consent Document (ICD) Audits of VHA Research
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