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CTCAE Governance Group
Face-to-Face Meeting Agenda

September 19,2008

	Teleconference/Centra Information
	Dial-in Number:  1-866-459-3160

                                      http://ncicb.centra.com
Passcode:  5922176





   
Event ID: CTCAE Meeting

	Meeting Location
	1101 Wootton Parkway

8th Floor-Room 8100

Rockville, MD 20852


	Agenda 

	7:30 – 8:30 AM        BREAKFAST & REGISTRATION


	8:30 –9:00 AM  
	Welcome and Introduction
    Mike Keller, BAH

	Session I:  Current Structure and Revision Update

	9:00 – 10:40 AM

	Facilitator: Mike Keller, BAH
Presentations:

CTCAE v3.0 Overview and Revision Status                            Ann Setser, NCI CBIIT            
Q&A, Discussion       
caBIG Review of CTCAE                                                          Larry Wright, NCI CBIIT  
Q&A, Discussion       
Revision Methods & Governance Structure
    Alice Chen , NCI CTEP           
Q&A, Discussion                                                                                                    

	10:40 – 11:00 AM         COFFEE BREAK

	11:00 – 12:00 PM

	Session II: Strategic Vision of CTCAE

Chair: Ann Setser, NCI CBIIT                                   Facilitator: Mike Keller, BAH     

Role of CTCAE in Oncology Clinical Trials and Potential Impact of Versioning                Ann Setser, NCI CBIIT
Discussion Topics:
1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0

2. Guidance for Use of CTCAE v4.0; Education & Training

3. Conversion of data from CTCAE v3.0 to CTCAE v4.0. 

4. Potential impact on Cancer Centers; Cooperative Groups; Regulators; NCI policies/procedures.

5. What metrics need to be tracked to determine if/how change in version affects AE reporting?

6. What electronic format will be available for CTCAE?  Where will it reside?  Is there an agreement for use?


	Noon – 1:00 PM       LUNCH BREAK

	1:00 – 2:00 PM

	Session II: Strategic Vision of CTCAE (Continued)
Group Discussion
Chair: Ann Setser, NCI CBIIT                                     Facilitator: Mike Keller , BAH

Discussion Topics:
1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0

2. Guidance for Use of CTCAE v4.0; Education & Training

3. Conversion of data from CTCAE v3.0 to CTCAE v4.0. 

4. Potential impact on Cancer Centers; Cooperative Groups; Regulators; NCI policies/procedures.

5. What metrics need to be tracked to determine if/how change in version affects AE reporting?

6. What electronic format will be available for CTCAE?  Where will it reside?  Is there an agreement for use?


	2: 00pm – 2: 15 pm Coffee Break

	2:15 – 4:00 PM  


	Session III: Long term Governance of CTCAE

Group Discussion
Co-Chairs: Alice Chen, NCI CTEP                                      Facilitator: Mike Keller , BAH
                 Larry Wright, NCI, CBIIT
Discussion Topics: 
1. How should the long term governance structure be set up with a focus of addressing governance issues identified in VCDE review including:
        a.  Maintenance and Extensions

             -  Methods & Philosophy

             -  Organization Criteria

             -  Extensions to other terminologies

        b.  Accessibility and Distribution

        c.  Quality Assurance and Quality Control

2. How will the Governance Group function to set this governance up? 
3. How often, when and who should be involved?
4. Should minor revisions be scheduled for each MedDRA updates?



	4:00 PM                   Closing Remarks                                                         Ranjana Srivastava, BAH
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