
Meeting Notes for SC meeting

CTCAE Teleconference
	Session Information


	Date:                                August 11, 2008 
Time:                               12:00-1:00 PM EST

	Executive Summary
	The purpose of this meeting was for the SC to review terms that WGs have had issues with
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=3911&language_id=1


	Key Discussion
	WG #4 Lead Eric Tate discussed 7 terms. 

· It was unanimously decided to split Arachnoiditis/meningismus/radiculitis (12-yes, 0-no). 

· 12 voted yes and 4 voted no for Ataxia (incoordination): add new AE term Coordination, abnormal.
WG #7 Lead Anne Tompkins discussed the following:

· 15-voted yes, 0-voted no for Constitutional Symptoms: Split Fatigue (asthenia, lethargy, malaise)
· 12- voted yes, 0-voted no for Dermatology/Skin: Split Injection site reaction/extravasation changes
· 13 voted yes and 0 voted no for  Growth and Development: Growth velocity (reduction in growth velocity) Change to growth retardation
· 9 voted yes and 0 voted no for Lymphatics: Edema: Head and Neck, Split Face edema and neck edema
· 14 voted yes and 0 voted no for Musculoskeletal/Soft Tissue: Extremity-lower (gait/walking) change Extremity-lower (gait/walking) to gait disturbance
WG #9 Alice Chen Presented the following 

· Mental Status delete the test and keep the AE in SOC psychiatric, mental status change
· 'Mucositis/stomatitis (clinical exam)
· ALT, SGPT (serum glutamic pyruvic transaminase): Propose to add new MedDRA term
· AST, SGOT(serum glutamic oxaloacetic transaminase) Propose to add new MedDRA term
Austin Doyle presented the following:

· Allergic rhinitis, 13-yes; 0-no

· Pain : Larynx, 9-yes; 0-no

· Split Terms:pulmonary/upper respiratory bronchospasm/wheezing- 12-yes; 0-no

Ann Setser presented the following:
· Intraoperative neurological injury Delete 27 site-specific, non-MedDRA terms- 4-yes; 1-no

· Intraoperative neurological injury And repeat listing of ‘Intraoperative neurological injury’ accompanied by a blank text field- 5-yes, 1-no
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