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	Session Information


	Date:  January 16, 2009
GG Subgroup Meeting for Documentation



	Executive Summary
	The group provided recommendations and policies on how the initial and ongoing dcumentation for CTCAE will be addressed

The materials for this meeting may be accessed by the following link:  

https://gforge.nci.nih.gov/docman/index.php?group_id=517&selected_doc_group_id=3984&language_id=1

	Key Discussion
	Documents need to be updated for v4.0:
· Existing documents to be updated from CTEP’s website 

1. CTCAE v3.0 Online Instructions and Guidelines

2. CTCAE v3.0 Frequently Asked Questions


3. CTCAE Index; Glossary included in Online document
· New Documents:

4. Changes from v3.0 to v4.0 – Can be a part of online instructions
5. Mapping from v3.0 to 4.0 

6. Mapping from 2.0 to 4.0
7. Revision structure of the community 
8. Methods of revision
· It was decided that this meeting should be used to prioritize the documents that will be created with the CTCAE  4.0 release.
· In the past Ann Setser was in the role that Shanda Finnigan is now in
· The online instructions should be more of a description of how to access and view the AEs

· The FAQs to be updated for the version 4 release : Begin with some initial questions. They can be updated over time.

· Since one of the major changes from version 3 to 4, is that the terms are now MedDRA terms, we should include a description of what a MedDra term is
· Electronic representation of the terminology: Will go in the Governance document to be prepared by Booz Allen. Considered not important for end user.
· Changes related to AE term and Grading Scale changes: Broad changes (MedDRA, general characteristics of Grade Scale, definitions)

Some documentation has already been created. Needs to be compiled.

· Who will draft options / recommendations for implementation?: Check with Ann Setser
· All documentation will be reviewed by the Steering Committee but approved by the Governance Group

· Question from Anne Tompkins: After the release of v4.0 what is the time frame when electronic reporting can start?
· There is a 3 month period where CTEP, internally, will convert their protocol to v4 from v3-CTEP cannot mandate the use of CTCAE v4 for those performing clinical trials outside of NCI 
· Those using v2 will convert to v4, those using v3 will convert to v4, depending upon feasibility. Therefore conversion data for both versions should be created.
· Alice Chen will present the decisions of SG3 to the GG on Feb 6th
· The next meeting of this group to discuss Advertisement will be on Jan 27, 2009.
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