
PVAMC INFORMED CONSENT AUDIT
Auditor:
Audit Date:                  Protocol Status    ( Open   ( Closed to enrollment
PI:
Protocol Title:









IRB Protocol Number:


	Informed Consent (check one):
	HIPAA Authorization (check one):
	

	( Full Informed Consent Document (ICD) with Signatures
	( Incorporated into ICD (ONLY studies approved prior to 4/1/2011)
	

	( Short Form ICD per 38 CFR 16.117(b)(2)
	( Stand Alone Form
	

	
	
	

	
	
	

	
	
	


AUDIT DATA*
	Subject ID Number
	ICF Used has current IRB Approval Stamp ?

Y/N 
	Subject or LAR (if applicable) Signature Present & Dated? Y/N
	If LAR signed, assent signed by subject if applicable? Y/N/NA
	Witness Signature Present & Dated (if required)? Y/N/NA
	Date & Signature of       Person Obtaining Consent?

Y/N
	Authorized Person Obtained Consent? 

Y/N
	Subject received copy of signed document?
Y/N/NA
	Consent Process Noted in CPRS?
Y/N/NA
	Subject included on Master List? (all studies approved after 3/31/2011)
Y/N
	HIPAA Authorization

Obtained

Y/N
	Signed ICF to R&D within 72 hours and scanned?

Y/N

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


* Add rows as needed.     
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