INSTRUCTIONS FOR THE RESEARCHER

TECHINCAL CORRECTIONS TO VA FORM 10-1086 
RESEARCH INFORMED CONSENT  [Template: 3/31/2011]
July 19, 2011

Technical Correction # 1:

Removal of the “Field Object” on the header section for the Version Date.  VA policy requires a document version date on each page of the consent form. The IRB must document approval of all changes to the informed consent document.

The template contained a current date field object that automatically updates the date on the Word Document to the current date. This has been removed from the template. The date should be manually typed on the space provided, as you make revisions to the form. 

Technical Correction # 2:

The witness signature line has been removed from the signature block template as it is no longer a default requirement for VA Form 10-1086. The IRB, however, may require a witness if the study involves an invasive intervention or an investigational drug or device. A witness is always required when a short form consent is employed (VHA Handbook 1200.05 page 61). The signature line may be added when required by the study as an option. The witness role should be defined with a note to indicate whether it is to witness the signature or the entire consent process. See sample statements below:
*By signing, this individual is attesting to having witnessed the participant’s signing of the consent form.

* By signing, this individual is attesting that the participant apparently understood the information and that informed consent was freely given.
The form version is still 3/31/2011. This technical correction is to the template and does not change any of the current basic requirements for VA Form 10-1086, the informed consent document, as described in VA handbook 1200.05. 
