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SUBMISSION OF REVISIONS TO APPROVED STUDY

Study Number:____________________________________________________________

Study Title:________________________________________________________________

___________________________________________________________________________
Principal Investigator:_______________________________________________________

Contact Information: ________________________________________________________

Submissions of revisions to studies that qualify for expedited review may be submitted at any time.  If you are unsure if a study qualifies for expedited review, contact the IRB.  

Revisions that require full IRB review must be submitted at least 2 ½ weeks before the IRB meeting.  Most IRB meetings are held on the 1st Tuesday of even numbered months.  Please call to confirm date.

Add a version number and revision date to each changed document.

What to submit for review:

	Item
	For expedited review
	For full review.

	Cover letter outlining requested changes
	6 copies
	22 copies

	Changes to a protocol
	7 clean copies

+ 6 copies with changes highlighted
	7 clean copies

+6 copies with changes highlighted

	Changes to consent documents
	7 clean copies

+ 6 copies with changes highlighted
	22 clean copies

+ 6 copies with changes highlighted.

	Changes to any measures, other study documents not intended for participant use or outreach
	7 clean copies

+ 6 copies with changes highlighted
	7 clean copy

+ 6 copies with changes highlighted

	Changes to any other material to be used by participants
	7 clean copy

+ 6 copies with changes highlighted
	22 clean copies

+ 6 copies with changes highlighted
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