	SAMPLE AUDIT TOOL FOR RESEARCH COMPLIANCE OFFICERS (RCOs)
ANNUAL INFORMED CONSENT DOCUMENT (ICD)
AUDITS OF VHA RESEARCH
(12-month look back from the date of the audit)




	· All studies active (open or closed to accrual but with active data collection and/or analysis) between January 1, 2009, and May 31, 2009, must receive an informed consent audit.
· Include all informed consents signed in the last 12 months, including any re-consenting of previously enrolled subjects (12-month look back from the date of the audit).
· All serious informed consent noncompliance identified must be reported within 5 business days to the Facility Director, the Associate Chief of Staff for Research (ACOS/R), the Research and Development Committee (R&CD), and the Institutional Review Board (IRB).  The Facility Director has an additional 5 business days to report the noncompliance to the appropriate Office of Research Oversight (ORO) Regional Office, the Veterans Integrated Service Network (VISN), and the Office of Research and Development (ORD).


1] This audit tool is provided as an example; you are NOT required to use this specific form or format.  All audit tools, however, MUST at least include the following:
   - Whether the correct version of the ICD was used
   - Whether subject signature and date signed are both present

   - Whether witness signature and date signed are both present

   - Whether signature of person obtaining consent and date signed are both present

- Whether ICD has IRB approval stamp
- Whether HIPAA authorization was obtained, if applicable
- Whether consent was documented with note in CPRS or with written progress note placed somewhere in record

2] The audit tool is NOT to be sent to ORO

PROTOCOL INFORMATION

Facility:
Auditor:
Audit Date:                  Protocol Status    ( Open   ( Closed to enrollment
PI:
Protocol Title:






 IRB Protocol Number:


	Informed Consent (check one):
	HIPAA Authorization (check one):
	Consents not audited because (check one)

	( Full Informed Consent Document (ICD) with Signatures
	( Incorporated into ICD
	( Protocol exempt from IRB review 

	( Short Form ICD per 38 CFR 16.117(b)(2)
	( Addendum to ICD
	( ICD signature waived per 38 CFR 16.117(c)

	
	( Stand Alone Form
	( Informed consent waived per 38 CFR 16.116(c) or (d)

	
	
	( No ICDs signed in the 12 months prior to audit**

	
	
	( Other reason for not auditing consent _______


AUDIT DATA*
	Subject ID Number
	Version of ICD Signed
	Correct ICD Used

Y/N 
	Subject Signature Present & Dated

Y/N
	Witness Signature Present & Dated

Y/N
	Date & Signature of       Person Obtaining Consent
Y/N
	Authorized1 Person Obtained Consent 
Y/N
	ICD Contains

IRB

Approval Stamp

Y/N
	HIPAA Authorization

Obtained

Y/N
	Consent Process Noted in CPRS or Other Location2
Y/N/NA
	Comments

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


* Add rows as needed.     ** No consent signed because either no enrollment or no subjects re-consented
        
1-defined by facility (e.g. IRB approved, documented PI delegation of responsibility, etc.)     2-applies to subjects accrued/re-consented in last 12 months 






January 9, 2009

