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	Amendment Submission Checklist

	For assistance completing this checklist, please contact Quorum Review at 206-448-4082 or 1-877-IRB-9883.

Please note:  Incomplete submissions will result in delay of Board review.  Some circumstances may require the submission of other material in addition to the items listed below.

	 FORMCHECKBOX 

Amendment Submission Cover Page

	 FORMCHECKBOX 

Amendment Summary of Changes  (including rationale for making the changes)

	 FORMCHECKBOX 

Copy of amended protocol (or stand alone amendment)

	 FORMCHECKBOX 

Revised/New consent form (if applicable) 

	Attachments to the Amendment Submission Cover Page as applicable


	 FORMCHECKBOX 
         List of investigators who will require approval for the amendment (if not all) and rationale if all investigators do not receive the amendment. 


	 FORMCHECKBOX 

Rationale for the addition of a new consent form/addendum if changes aren’t incorporated into the main consent form


	 FORMCHECKBOX 

Rationale if requesting to not re-consent all actively enrolled participants 


	 FORMCHECKBOX 

Updated Safety information if related to consent form revisions (i.e. updated IB, Dear Investigator letter, DSMB report, etc.)
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