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CTCAE Steering Committee Meeting

	Meeting Information
	Dates / Times: November 17th, 2008 / 12:00 PM to 1:30 PM

Teleconference Information:

Net-Centra Information: http://ncicb.centra.comHYPERLINK
Dial-in Number:  1-866-459-3160
Event ID: CTCAE Meeting



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





   




	Meeting Agenda 
	· Welcome
· Common Grades: Alice Chen
· Example: Pain

· Serious vs Severe for  Grade 3: Alice Chen

· Physiologic grading : Alice Chen

· Definition for “Life threatening” and “ADL” : Ann Setser

· Is definition of grade 4 “Immediate Life threatening” or will it include less than immediately life-threatening events? 
· Basic ADL like bathing eating vs. working shopping. Eg, in the context of diarrhea.

· Grade 5 under Other specify : Alice Chen

· Should ‘Other, Specify’ terms have Death as grade 5?

	Attendee List  
	Alice Chen

Michelle Mahoney

Ann Setser

Mike Riben

Anna Zhao-Wong
Roberta Harris

Eric Tate

Salvatore Mungal

Larry Wright

Shanda Finnigan

Lewis Frey

Ted Trimble

Lois Nesbitt

Stuart Turner

Summy Jafry                  Ranjana Srivastava

	Action Items
	· Definition of supra-ordinate terms like “Pain” will be sent to the WG leads for their review: Ann Setser
· Draft a guideline for grading which will be circulated to the WG members: Alice Chen

	Event Summary
	The meeting began with a discussion by Alice Chen. Should there be common grades for common terms like “Pain”, “infection”, “Injury etc. or each term be graded separately depending on the SOC and the term itself.
Proposal: WGs cannot change the existing grades unless all leads agree to change it.

Definition of supra-ordinate terms like “Pain” will be sent to the WG leads. The WG leads will review the grades and determine if these agree with the AEs in their SOC. If there are any major objections they should be brought up in the net SC meeting or a WG Lead  Meeting.

The SC voted 10 out of 13 in favor.

Severe vs. Serious: Alice Chen discussed the definition of Serious and Severe before the SC. Can we define grade 3 as “Serious” as opposed to “Severe”? Criteria for defining Serious besides “Hospitalization” was discussed.
Proposal: Change “Severe” to “Serious” for Grade 3 not life threatening or death.

The SC voted 9 out of 12.

Ann Setser discussed the regulatory definitions of “Life-threatening” and “ADL”. Life-threatening or disabling AE are grade 4. Question was raised whether “Congenital Defect” is life threatening? Or does this require more thought by the SC members?
Proposal: The definition of life threatening is Immediate life-threatening: Risk of death at the time of event. SC voted 8 out of 12.
Other topics discussed were “Physiologic Grades” grades for “Other, Specify” terms. The Other, Specify grades will be used as needed and will depend on the AE itself.

Alice Chen will draft a guideline for grading which will be circulated to the WG members.


1

[image: image1.emf]