Informed Consent Process

Investigator Checklist
This checklist can be used to ensure that all of the criteria for a proper informed consent process are met. Per VHA Directive 2008-064, all informed consent documents must be audited on a yearly basis. The Research Compliance Officer performs an audit on every informed consent that is sent to the Research Office. This checklist includes all of the criteria examined during the audit procedure.
·   Correct Version and date of ICD used

·   ICD has IRB approval stamp on every page
·   Subject name & date at the top of each page

·   Subject checked VA/non-VA and completed bottom of first page

·   Subject signature, date and printed name on last page

·   Person obtaining consent sign & date

·   Witness not a study team member

·   Witness sign, date and print name

·   PI signature
·   Consent obtained before initiation of any study activates

·   CPRS documentation within 24 hours of obtaining consent / Investigator signs     note within 5 days
·   ICD scanned into CPRS (done in the Research Office)

·   Subject meets Inclusion/Exclusion criteria 

