Division of Cancer Prevention Consortia Protocol Template Revisions 
Version 8.2, 3/12/2013:

1. The DCP protocol template received no changes; the version was upgraded to v 8.2 for consistency between the protocol and consent form templates.

2. The DCP consent form template for consortia chemoprevention trials was revised for consistency with the National Cancer Institute content and format for consent forms. 

Version 8.3; 5/21/2013:

1. The DCP protocol template:

Protocol template instructions, 3rd page: The telephone number for the Protocol Information Office was updated.

Page 2: Requested IND sponsor contact information

Section 12.7.8: The old PIO mailing address was removed.
2. The DCP consent document:

· The DCP consent form was revised to include the following statement: “The National Cancer Institute will obtain information from this clinical trial under data collection authority Title 42 U.S.C. 285.”

· In the consent document, the word ‘possible was added to the sentence:  ”What risks can I expect from taking part in this study? “  Information on genetic testing results has been added to this section.  

· “Will I benefit from this study?” was changed to “What possible benefits can I expect from taking part in this study?”
· In the section on stopping the study, the final bullet “If the study is stopped early for any reason” has been changed to “If the study is stopped early for any reason by the sponsor, IRB or FDA.”

· Under Who will see my medical information, the following has been added: . “Some of your health information, and/or information about your specimen, from this study will be kept in a central database for research. Your name or contact information will not be put in the database.”
· The section on optional studies has been preceded by the words: “ADDITIONAL STUDIES SECTION: (Indicate clearly to participants that this is a separate section.”
· Formatting has been changed in several places in the document.

