
Division of Cancer Prevention

Revision or Amendment Submission Checklist

For DCP NCORP Studies

DCP definition of a revision and amendment:

Revisions are changes made to the protocol and/or additional documents prior to DCP final approval.

Amendments are changes made to the protocol and/or additional documents after DCP final approval

Checklist:

___ A Document Submission Worksheet (DSW) completed in its entirety. All information should be consistent with the protocol.  The latest version of the DSW can be accessed at http://prevention.cancer.gov/clinicaltrials/management/pio/instructions under the NCORP tab.
___ A cover letter stating all the changes to the protocol, identified by section number, with change rationale provided.
___ A point by point response to the Consensus Review, Concurrence Review, or Amendment request, if this submission is in response to a DCP or FDA request. Note: The cover letter and response memo can be combined.
___ A new version date on the title page of the protocol. This version date must be current and different from any previous version of the protocol. The version date of the protocol and the informed consent form must match. The version number is optional but also needs to be different from any previous version of the protocol. 
___ A clean copy of the protocol and informed consent form, including all appendices listed in the Table of Contents. Note: The informed consent form is considered an integral part of the protocol document and must accompany each new version of the protocol.
___ A tracked changes or highlighted copy of the protocol, informed consent form, and appendices listed in the Table of Contents

___Any additional documents that have been revised/amended should be submitted with clean and tracked changes version. 
Note: If these are not listed in the Table of Contents, these documents do not need to be submitted unless they are being revised/amended. There should be an updated version date on the documents. Additional documents may include:
· Recruitment ads

Note: Case Report Forms: CRFs do not need to be resubmitted if they have not been revised/amended. The amendment submission letter should state that there have been no changes to the CRFs.

Submit revision or amendment to NCI_DCP_PIO@mail.nih.gov
If you do not receive an acknowledgement of receipt within one business day, please contact the DCP PIO at NCI_DCP_PIO@mail.nih.gov or 240-276-7130.
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