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Amendment Request Submission Checklist

NCI Protocol #:


Organization (local) Protocol #

DID YOU INCLUDE THE FOLLOWING? 

Check all that apply:


A detailed cover letter that clearly identifies, by page AND section each change made to a protocol document. All changes will be listed and described in a point-by-point format (i.e., Page 3, section 1.2, replace ‘xyz’ and insert ‘abc’). When appropriate, a brief justification for the change should be included. 


A revised un-marked (without handwritten notes or highlights) copy of the protocol document that accurately reflects the Amendment Request Cover Letter. INCLUDING:
· All protocol attachments listed in the table of contents regardless of whether any changes occurred to these sections.
· The Informed Consent regardless of whether any changes occurred to this document.
Note: If Case Report Forms (CRFs) are identified in the Table of Contents and the amendment does not affect the CRF, you do not need to include the CRF in the Amendment Request submission packet. The Amendment Request Cover Letter should indicate that no changes were made to the CRFs.


The protocol title page shall include a Version Date that reflects the most recent amendment to the study.


If your organization takes advantage of the CTEP policy regarding Editorial and Administrative Updates the protocol title page MUST include an Update Date to reflect the date of the most recent Editorial or Administrative Update to a study (see Section 5 of the CTEP Amendment Request Submission Policy).  

If the amendment is in response to a CTEP or FDA request for change, the original change request letter should be attached or referenced.


OPTIONAL – In addition to the above the site may include a revised copy of the protocol with all changes specified in the Amendment Request Cover Letter highlighted throughout the document.

Amendment Requests that do NOT include ALL the above documentation will be placed on-hold and the site contacted to submit the missing information. The Amendment Request will NOT be processed or reviewed by CTEP until all required documentation is submitted.
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