CTCAE WG Teleconference
Meeting Notes 
	Session Information


	Date:                                December 3,4 and 5, 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: 4 out of 9 members:

Following terms from Infection SOC were discussed.

Encephalitis infection : Delete grade 2; edit grade 3 and 4
Encephalomyelitis infection : Refer to Lilian Sung
Endocarditis infective : Delete grade 2; edit grade 3 and 4. add: pericarditis, septic arthritis, vertebral osteomyelitis G4,add: heart failure, heart surgery, severe embolism (leading to stroke, blindness, paralysis) stroke complicated by meningitis, abscess, or intracerebral hemorrhage,etc
Esophageal infection

Eye infection: Gr 3 modified.
Eye infection intraocular

Gallbladder infection: delete grade 2
Gastric infection

Genitourinary tract infection

Gum infection

Hepatic infection
WG #2
Attendance: 4 out of 8 members. 3 cardiologist on the call.
Grades for the following terms from cardiac disorders SOC were discussed again:

· Acute coronary syndrome

· Aortic valve disease
 

· Atrial fibrillation

· Atrial flutter

· Atrioventricular block complete

· Atrioventricular block first degree

· Chest pain 
· Myocardial infarction
Asymptomatic enzyme elevation was discussed. Dr Lenihan provided refrence arcles from journals.
WG #3
Attendance: 4 out of 8 members

Terms Discussed:

Vestibular Disorder- A proposal was made to change Grade 2 of this term to “Symptomatic; not interfering with basic activity of self care” and Grade 3 to “Symptomatic; interfering with basic activity of self care”

Vertigo- A proposal was made to change Grade 1 of this term to “Asymptomatic; well compensated” Grade 2 to “Symptomatic; not interfering with basic self care; interfering with instrumental ADLs” and Grade 3 was changed to “Symptomatic; interfering with basic self care”. Grade 4 and 5 were deleted.

Tinnitus- A proposal was made to change Grade 2 to “Tinnitus not interfering with basic ADL” and Grade 3 to “Tinnitus interfering with basic ADL”

Middle Ear Inflammation- A proposal was made to change Grade 3 to “Mastoiditis; Necrosis of the canal soft tissue or bone” and Grade 4 was changed to “Life threatening infection or complications”. 
WG #4
Attendance: 4 out of 7 members

· Dysarthria

· Dysesthesia 
· Dysphasia: Grade 1 added new; grades 2, 3 modified.
· Headache: Modified grades 3 and 4
· Peripheral motor neuropathy: grades 4 ad 5 changed.
· Peripheral sensory neuropathy
· Suicidal ideation discussed. Suggest add as new term.

· All Psychiatric disorder terms were addressed by Don Rosenstein and Debbie Snyder offline.

WG #5
Attendance: 7 out of 11 members
Grades 2, 3 and 4 modified for fistula terms.
· Anal fistula



· Colonic fistula



· Duodenal fistula



· Enterovesical fistula


· Jejunal fistula


· Pancreatic fistula


· Rectal fistula

· Gastric fistula


· Ileal fistula


· Gastrointestinal fistula

· Esophageal fistula
Discuss with Pulmonary
· Oral cavity fistula
Discuss  these terms with an ENT specialist.


· Salivary gland fistula
Discuss with ENT
· Mouth necrosis               Discuss with ENT
· Anal necrosis

· Esophageal necrosis

· Gastric necrosis

· Intestinal necrosis

· Mouth necrosis

· Pancreatic necrosis

· Peritoneal necrosis    Delete the term.
· Rectal necrosis

· Small intestinal necrosis


WG #6
Attendance: 3 out of 7 members

Following terms from Metabolism SOC were discussed.
· Glucose intolerance


· Hypercholesteremia
No change

· Hyperglycemia


· Hypernatremia

· Hypertriglyceridemia
WG suggestion: Grade 1 should be ULN to 300;Grade 2 should be > 300-500;Grade 3 should be > 500-1000; Grade 4 should be > 1000; Grade 5: Death
· Hypoglycemia
No change
· Hyponatremia
No change

WG #7
Attendance: 6 out of 10 members

· Pain
No grade 4 or 5


· Chills
Grades 2 and 3 changed.


· Gait disturbance Grades 2, 34and 3 changed. Grade 5 deleted.



· Hypothermia
No change


· Infusion related reaction

Grade 2 changed.
· Infusion site extravasation
Discussion on the use of the term urticaria. It is also a standalone term on its own.Remove Urticaria. Change Gr 1 and 2

· Injection site reaction
Gr 1,2 3 changed


· Irritability
Would like to have some input from WG 4. send Anne Tompkins info on WG4. Term may not be appropriate for adults.
WG #8
Attendance: 5 out of 16 members

Beatrice Edwards discussed the following terms from Skin Disorder SOC .
· Muscle weakness left-sided
Grade 2 changed.
· Osteonecrosis
Edit grades 2,3 and 4
· Osteoporosis
Add osteoporotic fracture. Need SC input for this
Recommends to add fractures as distinct entities of ADRs.
Muscle weakness left-sided
Beatrice

input 
WG #9
Attendance: 7 out of 12 members

Terms Discussed:

-Activated Partial Thromboplastin Time Prolonged: A proposal was made to change Grade 2 to “>1.5 – 2.5 X ULN”, Grade 3 to “> 2.5 X ULN; hemorrhage” and Grade 4 to “see Hemorrhage”

-Alkaline Phosphatase Increased: A proposal was made to make no changes to this term. WG: Should we reconsider grading because medical decisions are based on these gradings. We will come back to this term.

-Aspartate Aminotransferase Increased: A proposal was made to make no changes to this term.

-Audiogram Abnormal: The WG discussed deleting this term as it will be regrouped under hearing loss in the Ear SOC

-Bicarbonate Decreased Serum: We will come back to this term

-Blood Antidiuretic Hormone Abnormal: A proposal was made to change Grade 2 to “Symptomatic; outpatient management”, and Grade 3 to “inpatient management; see Hyponatremia”

-Blood Corticotrophin Decreased: A proposal was made to change Grade 2 to “Symptomatic; outpatient management”, Grade 3 to “Inpatient Management” and Grade 4 to “Life-threatening Consequenses”

-Blood Gonadotrophin Abnormal: A proposal was made to change Grade 2 to “Symptomatic, not interfering with basic ADL; intervention indicated”, Grade 3 to “Symptoms interfering with ADL”. WG: The consequences are more long term.
-Blood Prolactin Abnormal: A proposal was made to change Grade 2 to “Symptomatic” and Delete Grades 3 and 5

-CD4 Lymphocytes Decreased: A proposal was made to delete Grade 5 death.  This term was referred to the Lymphatic SOC.

-CPK Increased: A proposal was made to delete Grade 5 death.  :

WG #10
Attendance: 2 out of 9 members

· Dyspareunia
new term proposed:Menorrhagia

· Female genital tract fistula


· Vaginal fistula


· Uterine fistula


· Genital edema


· Breast hypoplasia
keep grading as is

· Gynecomastia
Confirm gender-specific -- male only? Gr 1: Asymptomatic breast enlargement;Consider Gr. 2: when embarrassing secondary to appearance; psychosocial impact; Gr 3: painful, operative intervention indicated. If medication-induced gynecomastia, discontinue agent.
· Ejaculation disorder
No change
· Feminization acquired
Grades 1, 2 changed. Grade 3 deleted.
WG #11
Attendance:4 out of 9 members
Epistaxis      Changed Grade 2
Hiccups        No change
Hoarseness Changed Grades 1,2,3 and  delete grade 5
Hypoxia       Changed Grades 1,2,3 
Laryngeal edema Changed Grades 2 and 3
Laryngeal fistula  No change
Laryngeal hemorrhage

Laryngeal inflammation Changed Grades 1,2,3 and 4
Laryngeal mucositis : term changed to Mucocytosis
WG #12
Attendance: 7 out of 8 members
· Arterial injury
Should have same grading scale as venous
· Injury to carotid artery
6/8 votes yes

· Injury to inferior vena cava
replace long term consequences with actual consequences.

· Injury to jugular vein
delete gr1,2

· Injury to superior vena cava
make it like inferior vena cava

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


