CTCAE Governance Group Charter
Sept. 19, 2008
Goal:  Define the role the CTCAE Governance Group will play in the CTCAE Revision Project
Background:  
The Cancer Therapy Evaluation Program (CTEP) of the National Cancer Institute (NCI) developed the original Common Toxicity Criteria (CTC) in 1983 to aid in the documentation and analysis of adverse effects of chemotherapy.  The CTC consisted of a list of Adverse Event (AE) terms commonly encountered in oncology accompanied by a grading (severity) scale for each AE. Although CTC has undergone revision, the terminology set has maintained its historical format and had not been in agreement with reporting formats and standards recommended by the International Conference on Harmonization (ICH) and by the World Health Organization’s (WHO) Council for International Organizations of Medical Sciences (CIOMS) as does MedDRA.

CTC is widely accepted throughout the oncology research community as the standard grading scale for defining protocol parameters such as maximum tolerated dose, dose modification, and comparison of safety profiles between interventions. Since the adoption of MedDRA by the ICH, however, industry and regulatory bodies have described challenges when attempting to analyze CTC data with MedDRA coded data.

The NCI Center for Biomedical Informatics and Information Technology (CBIIT) working through the cancer Biomedical Informatics Grid (caBIG®) initiative and together with CTEP organized the Common Terminology Criteria for Adverse Events (CTCAE v3.0) revision project to address MedDRA, CTCAE integration with NCI’s data systems, and other issues.

The CTCAE Revision Project Governance Group will be provided an update on the status of the CTCAE revision project, the organization of the project with participation of the oncology community, MedDRA MSSO, industry, and regulators.  The potential impact of CTCAE revision will also be discussed as well as plans for ongoing CTCAE governance, maintenance, and MedDRA compliance.

Desired Outcome/Goals/Scope of Governance Group:
· Review the changes in CTCAE 3.0 to address:

· Impact on cancer centers, cooperative systems, FDA policies and CTEP system

· Who will be affected by the changes and who will be involved in implementing the changes

· Define the strategic vision and priorities for CTCAE (post release version 4.0)

· Develop the governance and standard operating procedures for post release version 4.0 to address issues identified in caBIG® vocabulary review of CTCAE v3.0
Desired Outcome/Goals/Scope of Governance Group Face-to-Face Meeting:

· Provide  an update on the status of the CTCAE revision project.
· Define the organization of the project with participation of the oncology community, MedDRA MSSO, industry, and regulators.
· Educate the CTCAE Governance Group on the caBIG® Vocabulary review performed on CTCAE v3.0

· Develop initial framework to address the specific discussion topics for strategic vision and long term governance of CTCAE

· Identify next steps and action items to begin development of initial frameworks

· Develop Governance Group Work Plan

· Meeting frequency?

· Chairperson?

· Sub-groups?
Timeline:  Final Governance, Process and SOP Documentation will be submitted by the end of the CTCAE revision project (late spring/early summer 2009)
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