When is it necessary to "re-consent" a subject?
Re-consent follows the same standards, regulations and processes as initial consent. Re-
consenting may be required in the following situations:

Study When a consent form is revised, the IRB reviews the requested
changes with the Amendment Form. The IRB determines whether the
requested changes merit requiring previously consented subjects to
sign the revised consent form.

Changes

For example, if the study protocol was revised to add an additional
study visit or extend the duration of the study, the IRB might
determine that previously consented subjects need to be informed and
provide new consent. On the other hand, if the consent form was
revised in such a way that the changes would not affect subjects who
have already consented (e.g., screening visit procedures that all
consented subjects have already completed), the IRB would likely
determine that re-consenting was unnecessary.

The IRB reviewer section of the amendment form will indicate whether
current subjects need to be re-consented on the new consent form.

FIuctuating For subjects with fluctuating capacity or decreasing capacity to give
consent, a re-consenting process with a surrogate consent may be
required. See VHA Handbook 1200.05 (36.e and 49.c).

Other If a subject missed multiple visits for whatever reason but is eligible to
resume the study, reconsenting may be appropriate.

Capacity

scenarios

Minneapolis VA Health Care System Updated 3/11/2014





Accessibility Report



		Filename: 

		IRB_Reconsenting.pdf






		Report created by: 

		Nixon, Joshua P., Deputy ACOS/R, Joshua.Nixon@va.gov


		Organization: 

		Minneapolis VA Health Care System, Research Service





 [Personal and organization information from the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.



		Needs manual check: 2


		Passed manually: 0


		Failed manually: 0


		Skipped: 1


		Passed: 29


		Failed: 0





Detailed Report



		Document




		Rule Name		Status		Description


		Accessibility permission flag		Passed		Accessibility permission flag must be set


		Image-only PDF		Passed		Document is not image-only PDF


		Tagged PDF		Passed		Document is tagged PDF


		Logical Reading Order		Needs manual check		Document structure provides a logical reading order


		Primary language		Passed		Text language is specified


		Title		Passed		Document title is showing in title bar


		Bookmarks		Passed		Bookmarks are present in large documents


		Color contrast		Needs manual check		Document has appropriate color contrast


		Page Content




		Rule Name		Status		Description


		Tagged content		Passed		All page content is tagged


		Tagged annotations		Passed		All annotations are tagged


		Tab order		Passed		Tab order is consistent with structure order


		Character encoding		Passed		Reliable character encoding is provided


		Tagged multimedia		Passed		All multimedia objects are tagged


		Screen flicker		Passed		Page will not cause screen flicker


		Scripts		Passed		No inaccessible scripts


		Timed responses		Passed		Page does not require timed responses


		Navigation links		Passed		Navigation links are not repetitive


		Forms




		Rule Name		Status		Description


		Tagged form fields		Passed		All form fields are tagged


		Field descriptions		Passed		All form fields have description


		Alternate Text




		Rule Name		Status		Description


		Figures alternate text		Passed		Figures require alternate text


		Nested alternate text		Passed		Alternate text that will never be read


		Associated with content		Passed		Alternate text must be associated with some content


		Hides annotation		Passed		Alternate text should not hide annotation


		Other elements alternate text		Passed		Other elements that require alternate text


		Tables




		Rule Name		Status		Description


		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot


		TH and TD		Passed		TH and TD must be children of TR


		Headers		Passed		Tables should have headers


		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column


		Summary		Skipped		Tables must have a summary


		Lists




		Rule Name		Status		Description


		List items		Passed		LI must be a child of L


		Lbl and LBody		Passed		Lbl and LBody must be children of LI


		Headings




		Rule Name		Status		Description


		Appropriate nesting		Passed		Appropriate nesting







Back to Top


