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Terms for Discussion
1/12/09
1. Naifa Busaidy: Metabolism & Nutrition Disorders SOC: Hypercholesteremia – our group proposes that this term be removed as clinically it does not provide much information. There are terms for hypertriglyceridemia and increased LDL – these two terms are more relevant to for toxicity grading purposes and intervention.  If a patient has hypercholesteremia – it is more important to discover which component of cholesterol is increased (TG, LDL) vs. general hypercholesteremia. 
2. Ted Trimble: Pregnancy, puerperium and perinatal conditions SOC:
· Fetal loss at any gestational age: Only grade: grade 5; add text box which asks the site to fill in the estimated gestational age in weeks
· Congenital anomalies/ birth defects: No grade 1; grade 2: minor anomalies; grade 3: major anomalies, not life-threatening; grade 4: major anomalies, life-threatening; no grade 5
· Preterm delivery: Grade 1: delivery at 34+ to 37 weeks gestation Grade 2: delivery at 28+ to 34 weeks gestation Grade 3: delivery at 24+ to 28 weeks gestation Grade 4: delivery at 24 weeks gestation or less No grade 5 Include text box for sites to add additional information related to cause of preterm birth (such as automobile accident, infection, etc)

· Intrauterine growth restriction: No grade 1; grade 2: <10th percentile of weight for gestational age; grade3: < 5th percentile of weight for gestational age; grade 4: less than 1st percentile of weight for gestational age; no grade 5
3. Ann Setser: Reproductive SOC: Infertility:

4. Ann Tompkins: General Disorder & Neoplasm SOC: 

· Percy Ivy feels that the new CTCAE needs both secondary malignancy and second malignancy.  The issue is tracking the new malignancies, and the timing.  You might not know at the time of the report if it were a second malignancy or a secondary malignancy.

· Thrombus in catheter: Is it a patient AE or a device malfunction. Should Gr 4 & 5 need to be eliminated?
5. Alice Chen: Cardiac Disorders: 
· Asymptomatic cardiac enzyme leak.  The group feels there is an overlap in cardiac SOC and investigations SOC. 
· QTc interval prolongation - overlap with cardiac SOC and investigations SOC. 
· Superior vena cava syndrome – To be added to Vascular SOC or elsewhere.
6. Mario Lacouture: Mucoskeletal SOC: 
· Osteoporosis
Add osteoporotic fracture. 
7. Shivaani Kummar: Gastrointestinal SOC: Tooth Development Disorder: Proposed Grade 1: Hypoplasia of tooth or enamel not interfering with function. Proposed grade 2: Functional impairment correctable with oral surgery. Discuss with SC use of 'function'
