4/11/02

Director, R&D (S-151)

Human Studies: Informed Consent Documents

All VA Principal Investigators

This memorandum addresses two changes to informed consent documents that must be implemented immediately.

1.  Use VA form 10-1086 for informed consent documents:

All VA Principal Investigators using human subjects must utilize the VA Form 10-1086 for the informed consent document.  A copy of the 10-1086 is attached.  We recommend that you develop your informed consent document as in the past, and print it onto the 10-1086 (i.e., use the 10-1086 as the first page).

In order to "phase in" use of the 10-1086 at this VA, PIs at VAPSHCS should do the following:

Use the 10-1086 form for submission of all new consent forms, modifications to existing consent forms, and annual renewals submitted to the UW IRB.  If in the latter case the consent form is not being modified, submit a copy on the 10-1086 and an existing approved copy so that IRB staff may compare the two side-by-side and see that there have been no changes to the text.  Once approved they will provide you with a stamped and dated, approved version on the 10-1086.  Provide Angie Wright in the R&D Office with a copy of the approved consent form on 10-1086 as soon as you receive it from the IRB.

2. Language regarding treatment and compensation for injury:

Use the following language for the section of the informed consent regarding treatment and compensation for injury:

If you are injured as a direct result of taking part in this study, you will be treated at no cost to you.  If you are a veteran, and if you are injured as a result of participating in this study, compensation may be payable under Title 38, United States Code, Section 1151.  In addition, if you are injured, compensation may also be payable under the Federal Tort Claims Act whether you are a veteran or a non-veteran.

3.    As above, be sure you use this language in all new, modified and renewed consent forms.  The VA consent form now requires a witness signature block be added after the subject’s signature block.
If you have any questions regarding this requirement, please contact Angie Wright at ext. 72492 or Charles Keelin at pager 570-2630 or on Outlook.

Steven Kahn, MB, ChB
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