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Bethesda, Maryland 20892




  August 8, 2011
Dear Investigator:

The NCI’s Informed Consent Template has been updated to comply with the new FDA regulation found at 21 CFR 50.25(c).  Two additional administrative changes have also been made at this time:

1. Removing the NCI TTY number as it is no longer in service

2. Updating the Template date to August 2011. 
The revised version of the template is posted on the CTEP website at http://ctep.cancer.gov/protocolDevelopment/  and on the NCI’s website at

http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/page3.  

CTEP will begin using the August 2011 version of the Template for review of your informed consent documents as of October 1, 2011.  Please utilize the August 2011 version of the Template to guide preparation of informed consent documents on all new protocol submissions to NCI as soon as possible.

Best regards,
Jeffrey S. Abrams, M.D.

Acting Director for Clinical Research

Division of Cancer Treatment and Diagnosis

National Cancer Institute
