INSTRUCTIONS for Form 10-1086 VA Informed Consent Form (Template)

1. Required items - All items in the template must be included in the Informed Consent Form (ICF) unless the instructions indicate otherwise, e.g., required only if applicable.  
2. Remove Instructions/Notes in italics prior to submission to the IRB.  Item numbering should also be removed (place the cursor within the numbered item and click on “numbering” on tool bar).

3. Page numbering - Page numbering is automatic.

4. Header and Footer - To complete the header and footer, select “View” in the toolbar at the top of your screen, then “Header and Footer.”   In order for information completed in the header & footer to continue throughout the document, you will need to complete the header & footer on both Pages 1 & 2.  Once you complete the header and footer on page 2, it should be present on all following pages. (Because the footer is different on the 1st page, it was necessary to put in a section break.  Information only carries through for the section.)
5. Entering text - In the body of the ICF, you may either (1) type directly, (2) copy and paste text from another document, or (3) insert an existing text file. As new text is entered, new form pages will be created automatically to accommodate the added text. Any text within carets - <> - should be replaced appropriately in black font and the carets removed from the final ICF. 

6. Section headers - Do not end a page with a section header.  If there is not room to begin text after the header, insert a page break before beginning the new section. 

7. Version Date - The ICF version date assigned by the PI (not the template version) must be indicated in the right-hand side of the footer of this ICF. Each change to the ICF, whether substantive or administrative, requires an update of the ICF version date to the current date.  Do NOT update the “Research Service Template Version Date.”  

8. Revisions - Any revised ICF must be approved by the IRB prior to use.
9. IRB Contact - If you have any questions or concerns, please contact an IRB Coordinator (x55125) or the Compliance Coordinator (x54989).
NOTE: Within 72 hours of consent and after a research note documenting the informed consent process has been entered in CPRS, all appropriately completed informed consent forms must be brought (do not send through interoffice mail) to the R&D Office for scanning into CPRS.   
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