	ANNUAL CERTIFICATION OF FACILITY INFORMED CONSENT 
AUDITS OF VHA RESEARCH – FIRST REPORTING PERIOD
NOTE:  First audit covers 1/1/09 – 5/31/09, subsequent audits will be annual



	Include this page with the Facility Director’s 2009 Annual Certification of Research Oversight
(must be submitted by July 1, 2009,  to the appropriate Office of Research Oversight (ORO) Regional Office).


1. Facility:

2. Total number of human subjects protocols active (open to enrollment or closed to enrollment but still with data collection or data analysis) between January 1, 2009, and May 31, 2009, for FY 2009: _________
3. Total number of protocols at facility requiring informed consent documents and receiving this year’s required informed consent annual audits:  _________
4. Number of informed consent documents reviewed during this audit:  ____________

5. Explain any discrepancy between the numbers listed in Item #2 and Item #3 above (note:  the sum of #5 (a) thru (e) plus #3 should equal the total in #2):

(a) Number of protocols exempt from Institutional Review Board (IRB) review:  _________
(b) Number of protocols where a signed informed consent document (Research Informed Consent, VA Form 10-1086) was waived per 38 CFR 117(c):  ____________

(c) Number of protocols where informed consent was waived per 38 CFR 116(c) or (d):  ____________

(d) Number of protocols where no informed consent document was signed in the past 12 months  and/or no subject re-consented in the past 12 months  ___________________
(e) Number of protocols where no informed consent documents were signed for other reason(s) (please specify reason):_____________________________________

6. Number of protocols in which the audit identified serious informed consent noncompliance as defined in VA Handbook 1058.01: __________ (If answer to #6 is 0 (none), please go directly to #8 and note that no such reports were made to ORO.)
7. Was all serious informed consent noncompliance reported to the ORO Regional Office as required by VA Handbook 1058.01?     Y        N
If not, please explain: ​​​​​​​​​​​​​​​​​​​​​​______________________________________________________

8. List all serious informed consent non-compliance reported to ORO Regional Office in this audit period, including serious informed consent non-compliance discovered outside the audit process [e.g. Principal Investigator (PI) self-reporting, whistleblower, etc].  Please note if no such reports were made to ORO.  
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* investigation of incident open/ongoing/closed    
** add rows as needed
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