
CTCAE WG Teleconference
Meeting Notes for 11/13/2008
	Session Information


	Date:                                November 12 and 13, 2008, WG #1-12

	Executive Summary
	The purpose of this meeting was to continue work on the second phase of the CTCAE revision process.
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=3780&language_id=1


	Key Discussion
	WG #1

Attendance: 3 out of 9 members:

Following terms from Immune system disorders SOC were discussed.

•
Allergic reaction: Grade 4 was discussed.

•
Anaphylaxis: the term definition was discussed. The definition provided by EVS is not the clinical definition. Igor will look up for the clinical definition of the term.

•
Autoimmune disorder: no change

•
Serum sickness: should there be a grade 4 for this term.

Other discussion: Is there  way to quantify the difference between Grade 3 and 4 (Serious and life threatening; Hospitalization)?Hospitalization is dependent on the physician and insurance etc.

WG #2

Attendance: 1 out of 7 members

Except for one new member Wendy Taddei-Peters, no one showed up for the meeting. Alice suggested that we contact them and find out the reason. She will get in touch with lead Sot Remick and Percy Ivy.

WG #3

Attendance: 3 out of 8 members

Discussed the Ear and Labyrinth Disorders SOC. 

-Some of the discussion surrounded the issue of grading for SOCs in which "death" may be an inappropriate grade as it is hard to believe there would be an AE resulting from ear pain, or some other AE, that would result in death.  

-The group also discussed that it wasn't appropriate for the "other/specify" term in this section to have a grade of death but were curious as to how they should deal with this as the "other/specify" term exists in all SOCs, including other SOCs for which death would not be an appropriate grade. 

-The group also talked about making citations to the terms or grading they add to the terminology set. 

-Additionally, the WG members asked to have their Wiki account information sent to them.  They were later provided this information.

WG #4

No Meeting due to the holiday on the 11th

WG #5

Attendance: 5 out of 10 members

Abdominal distension: Only Grade 3 changed.

Abdominal pain: remove site description from text.

Appendicitis perforated: Changed grade 4. perforation is life threatening andrequires immediate attention. AE term should remain appendicitis It exists as aseparate term in Infection SOC. Add perforation to that term and remove Appendicitis Perforated from GI SOC.

Ascites: Grade 3 and 4 need to have better distinction between them. Remove life-threatening. Add “therapeutic” to grade 3.

Bloating: Eliminate Grade 3. Relate to Abdominal Distention AE with  “Also Consider” .

Cheilitis: Changes suggested.

Colitis: Changes suggested.

Constipation:

Diarrhea

Dry mouth

WG #6

Attendance: 2 out of 9 members

Terms from Endocrine SOC were discussed and updated on wiki.

Adrenal insufficiency

Cushingoid: Needs further discussion to define levels of severity.

Delayed puberty

Hyperthyroidism

Hypoparathyroidism: Grade 3 was changed to “Symptomatic hospitalization required”. The term should be related to "Hypocalcemia" with ”Also Consider”

Hypothyroidism: No change.

One new term was added  “Thyrotoxicosis”. Dr. Jihad Obeid pointed that there were many new endocrine terms that are missing from CTCAE and need to be added.

WG #7

Attendance: 6 out of 10 members

Asthenia, Fatigue and Malaise : all have the same grades. New grades need to be thought over.

Thrombus in catheter: The inherited grading needs to be changed.

Tumor Pain: Remove Gr.4 or leave it as is. Discuss at CTEP. 

Is the definition of grade 4 Immediate life threatening or Grade 4 also includes other status. Discussion on definition of ADL in the context of AEs like diarrhea, where basic ADL like bathing and eating is possible but not working or shopping.

Tumor Flare: is more than just pain. Need a definition for the term.

The group decide to discuss Secondary malignancy next week.

WG #8

No Meeting due to the holiday on the 11th

WG #9

Attendance: 10 out of 12 members

From the Investigation SOC:

-There are differences in treatment ramifications between a grade 2 and 3, this needs to be considered when grading.

-“Electrocardiogram QT corrected interval prolonged”- Send term to Cardio group

-“Fibrinogen decreased”-Should we consider physiologic and not just pure value for fibrinogen? Consider just grade 1-2? We should remove grade 5.  There is no change pre the WG call.

-“Weight loss”- no change

-“weight Gain”- WG: Discussion regarding adding some physiologic characteristics to pure % of weight gain. Interference with ADL as grade 2 and grade 3 dyspnea.

From the Renal SOC:

-“Bladder Perforation”- WG: Take out grade 2 because they are either asymptomatic or need surgical intervention.

-“Bladder Spasms”- No change

-“Bladder Stenosis”- Delete Grade 5, and in grade 4: “Grade as Bladder Obstruction”

-“Cystitis NonInfective”- Grade 1 changed to:Microscopic Hematuria

WG #10

Attendance: 6 out of 9 members

In the absence of the WG lead, RS divided the terms among the team members as per their choice and specialization, for them to work on those during the week.

WG #11

No Meeting due to the holiday on the 11th

WG #12

No Meeting due to the holiday on the 11th

	Attendees:
	Attendee Information can be found in WG-Schedule-11308.xls 
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