CTCAE v4.0 is Available for Public Comment

Dear Subscriber:

On behalf of the Cancer Therapy Evaluation Program (CTEP) of the National
Cancer Institute (NCI), the MSSO announces the release of the draft revision of
the Common Terminology Criteria for Adverse Events (CTCAE v4.0) for public
comment. The MSSO has patrticipated in the CTCAE revision project with NCI to
produce a MedDRA compatible version of the CTCAE. The new version of the
CTCAE has MedDRA LLTs as its base terms. This new version will remove the
need for a mapping from CTCAE to MedDRA. Please find the relevant
information below:

e To download the draft revision of CTCAE v4.0, please go to
— https://cabig-kc.nci.nih.gov/CTMS/KC/index.php/CTCAE
or
— http://ctep.cancer.gov, under CTEP highlights

e To submit comments, please email to ctcae4d@bah.com

Please note that the comment period ends on 10 April 2009. For questions,
please contact Ranjana Srivastava at ctcae4@bah.com.

Thank you,

MedDRA MSSO
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