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CCOP Cancer Prevention and Control Protocol Amendment Process

1. The purpose of this document is to: 

· Define the three types of amendments to DCP-approved CCOP cancer prevention and control protocols.

· Define the submission and approval procedures for each type of amendment.

· Implement a standardized DCP process for the receipt, review and response to CCOP cancer prevention and control protocol amendments.

2.
Amendment types: 

a.
Scientific amendments
i.
Scientific amendments are those affecting the design or conduct of the study or those associated with safety of subjects.  Examples of scientific changes include:
-Change in eligibility criteria

-Change in sample size

-Change in study evaluation, design, or analysis

-Change in drug information

-Change in study chair or PI

-Change in the informed consent

-Any change to a protocol conducted under a DCP-sponsored Investigational New Drug Application (IND)

ii.
Approval process: all scientific amendments must be submitted to DCP for approval prior to implementation.

iii.
Submission requirements

-A cover letter must provide a reason for each change and an assessment of how that change will affect the conduct, outcome, and interpretation of the study.

-All changes must be described in a point-by-point format (Change from:/Change to) and the changed protocol page(s) and section number(s) should be referenced.

-A marked copy of the revised protocol, clearly indicating newly added text (e.g. redlined) and deleted text (e.g. strikeout).

-A clean copy of the revised protocol with consent document

-Protocol Submission Worksheet (PSW)

-Cancer Control Checklist indicating scientific amendment.

-Title page of protocol indicates the date of the protocol amendment.

b.
Administrative Amendments
i.
Administrative amendments are those not affecting the design or conduct of the study or affecting safety of subjects.  The following are examples of administrative changes:

-Editorial changes only

-Addition or deletion of participating organization(s)

-Change in name or contact information of study personnel (other than the study chair or principal investigator).

ii.
Approval process: Administrative amendments do not require DCP approval prior to implementation, but Research Base must submit amendment to DCP within one week of activation.  DCP will acknowledge receipt of the amendment and verify that all protocol changes are administrative.  DCP may disapprove the amendment and request revisions.

iii.
Submission requirements

-A cover letter stating that the changes are administrative only.

-A marked copy of the revised protocol, clearly indicating newly added text (e.g. redlined) and deleted text (strikeout).

-A clean copy of the revised protocol with consent document

-Protocol Submission Worksheet (PSW)

-Cancer Control Checklist indicating scientific amendment.

-Title page of protocol indicates the date of the protocol amendment.

c.
Activation Amendment
i.
Activation amendments consist of changes in the protocol that occur between DCP approval and activation.  They can be either scientific or administrative.  They can incorporate changes requested or recommended in the DCP protocol approval letter in addition to other changes the investigators want to make.

ii.
Approval process

-Activation amendments consisting only of administrative changes (defined above) do not require DCP approval prior to implementation.  All other activation amendments require DCP approval before implementation.

-The activation amendment should be submitted to DCP within one week of study activation.

iii.
Submission requirements are the same as for scientific amendments and administrative amendments

NOTE: an Activation Notice should be submitted for protocols that are activated as approved.

3
Submitting Amendments:

a.
All documents must be submitted electronically to the DCP Protocol Information Office (NCI_DCP_PIO@mail.nih.gov)
b.
Attachments that are difficult to send electronically may be sent by mail:

US Mail Address:

Protocol Information Office

Division of Cancer Prevention

National Cancer Institute

Executive Plaza North, Room 2053

6130 Executive Blvd MSC 7323,

Bethesda MD 20892_7323

Commercial Delivery Address:

Protocol Information Office

Division of Cancer Prevention

National Cancer Institute

Executive Plaza North, Room 2053

6130 Executive Blvd.

Rockville, MD 20852

c.
The Protocol Submission Worksheet and the Cancer Control Checklist must accompany every amendment and are available on the DCP PIO web page at: http://www.cancer.gov/prevention/pio
d.
If an amendment will include both scientific and administrative changes, separate them within the amendment.  Alternatively, submit separate amendments composed entirely of administrative changes or scientific changes.

e.
Questions regarding amendment submission procedures may be directed to the PIO at (301) 496-0090.
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