
CTCAE WG Teleconference
Meeting Notes for 11/13/2008

	Session Information


	Date:                                November 18,19 and 20, 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 Blood and lymphatic system and Immune system disorders SOC were discussed.

Hemolytic uremic syndrome
No change

Lymph node pain
Grade 3 : add disabling. Delete grade 4

Lymphocytosis
           lymphocytosis in adult and children are different,

Lymphopenia
           No change

Neutropenia
            No change

Spleen disorder
            Remove grade 5

Thrombocytopenia
No change

Thrombotic microangiopathy
No change

Thrombotic thrombocytopenic purpura


Allergic reaction
            Grade 4 deleted

Anaphylaxis
             Igor and naoko will work on this one
Autoimmune disorder
No change

Cytokine release syndrome


Serum sickness
             Was disussed in detail.Will requie reevaluation.
WG #2
Attendance: 3 out of 7 members
Following terms from cardiac disorders SOC were discussed.

· Acute coronary syndrome
Grade 4 is now a new AE-MI. Will change grade 3 to Symptomatic and testing consistent with ischemia; unstable angina; intervention indicated, hemodynamically stabe, Grade 4 to . . . hemodynamically unstable (not an MI). Could someone die of acute coronary syndrome without having a MI. Need adult cardiologist opinion.Is grade1 clinically relevant? Also consider MI

· Aortic valve disease
Grade 2 modified to Asymptomatic valvular thickening with or without mild valvular regurgitation or stenosis 

· Asystole
Needs to be revisited

· Atrial fibrillation
Grade 3 changed toSymptomatic and incompletely controlled medically, or controlled with device (e.g., pacemaker), or ablation 

· Atrial flutter
Grade 3 changed toSymptomatic and incompletely controlled medically, or controlled with device (e.g., pacemaker), or ablation 

· Atrioventricular block complete
no change

· Atrioventricular block first degree
Rarely will be life-threatening or death.  ? if stopping Beta blocker would be considered intervention. Need more input; needs to be revisited
WG #3
Attendance: 2 out of 8 members

Terms Discussed:

-External Ear Inflammation: no need for Grade 5-Death. Grade deletion proposal was created. There was no change needed for any of the other grades.

-Tinnitus: regarding the grade 4, we feel that "disabling" is a good term, implying that the tinnitus is ruling the patient's ADL. We feel the other grades are ok as is.

-75 minutes of discussion between Howard Striecher, Frank Ondrey, and Beth Brooks between the two previous WG meetings (SOME of the auditory experts of this working group) has led to significant head way regarding the “Hearing Impaired” term... Much of this discussion was captured in last week’s meeting notes and has been posted to the GForge site for reference. Comments on the wiki page are also forthcoming
-.There will be great challenges in terms of standardizing the way that AE terms are graded from site to site

-The material covered in the previous week’s meeting was discussed

-There are lots of differences in hearing loss in children and adults
WG #4
Attendance: 3 out of 8 members

· Aphonia
Changed aphonia to dysphonia. Aphonia is complete loss of voice and cannot be graded.Helen Chen
further discussion required within the group

· Arachnoiditis
Changed grade 2: Symptomatic interfering with function but not interfering with ADL 


· Ataxia
No change


· Brachial plexopathy
No change


· Central nervous system necrosis



· Cerebrospinal fluid leakage
Grade 1 changed to "Asymptomatic; transient headache; postural care indicated "
further discussion required within the group.
WG #5
Attendance: 7 out of 10 members

· Abdominal pain
Recommend remove grade 4 since pain highly unlikely to put a patient at immediate risk of death.Discussion regarding moving 'disabling' to Gr. 3 instead of Gr 4. Concern about being consistent across grading scales for all AEs.Murgo - Timeline for submission of SAEs differs for Gr. 3 & Gr 4. Propose Gr 3 & Gr 4 events should be aligned with 'serious' and 'life-threatening' events as defined by CFR regulation. 'Disabling' is not necessarily life-threatening. Refer to CFR, ICH, FDA indicators for 'serious'.

· Colonic perforation
Recommend 12 hr cut off. If such interventions are indicated for more 12 hours or more, it would be considered serious.

· Esophageal mucositis
Merge with Esophagitis??

· Gastric mucositis
Will be decided later based on the decision on above.

· Enteritis
Grade 3 changed to Persistent abdominal pain, fever; ileus; peritoneal signs 
· Enterocolitis
Suggest same grading as Enteritis
· Flatulence
Modified gr 2 to Moderate; persistent psychosocial sequelae 
· Hemorrhoids
Delete Grade 4 and 5

· Ileus

Open for next time,
WG #6
Attendance: 5 out of 9 members

Terms from Endocrine SOC were discussed and updated on wiki.

· Hyperparathyroidism
Should b primary, secondary and tertiary. Connie will send her comments and suggestions on this


· Precocious puberty
Not an emerency by itself. Has adverse consequences
Grades modified

· Virilization
Needs further discussion. Suggestion leave as is.

WG #7
Attendance: 6 out of 10 members
· Facial pain
Grade 1 and 2  function changed to facial function.


· Non-cardiac chest pain
      Grade 1 & 2 changed. Language should be consistent across CTCAE, Grade 2 and 3 should have same language. Bring before SC


· Fever
No change



· Fibrosis
Discussion provided by Mike Riben and modification to grades.
Too general term. Depending on the site it can have different meaning. Should it be a separate free standing term??
Take it to Mario for further discussion

· Flu like symptoms
Remove Death



· Thrombus in catheter
Extensively discussed Is it a patient AE or a device malfunction. SC??
Should Gr 4 & 5 need to be eliminated?

The group decided not to have ameeting next week.
WG #8
Attendance: 4 out of 16 members

Terms from Skin Disorder SOC were discussed and updated on wiki.
· Alopecia
Elise Olsen: Grade 1: Partial hair loss which is not noticeable to others. May have some mild increase in daily hair shedding; 1-24% hair loss.--Grade 2: Hair loss may or may not be noticeable to others but is associated with increased shedding and overall feeling of less volume. May be difficult to camouflage with change in hair style and may require hair piece but not generally wig; 25-74% hair loss.--Grade 3: Marked loss of scalp hair with total inability to camouflage unless with wig; 75-100% hair loss.

· Nail pitting
Delete Term. Not pathological, not severe.

· Nail ridging
Grade 1: Longitudinal or horizontal ridging OR grooving with NO splitting OR tenderness; Grade 2: Longitudinal or horizontal ridging OR grooving with splitting, and NO tenderness; Grade 3: Deep longitudinal or horizontal splitting with tenderness; splitting involving proximal or lateral nail fold. include pitting in gr1.

· Palmar-plantar erythrodysesthesia syndrome
Grade 1: Skin changes (e.g. erythema, edema, desquamation or hyperkeratosis) without pain¨- Grade 2: skin changes (e.g. erythema, edema, desquamation or hyperkeratosis) with pain; blisters or fissures with pain, not interfering with function- Grade 3: Skin changes with limitation of movement; blisters OR fissures interfering with function. remove limitation of movement

· Petechiae
Grade 2: Moderate petechiae OR coalescing areas of petechiae --Grade 3: Petechiae associated with loss of skin integrity (e.g. bleeding, blisters)

· Photosensitivity
Grade 3: Erythema with blistering----remove grades 4 and 5

· Purpura
Definition added

· Pain of skin
"Extent of skin that is affected by pain. include for grades or severity affecting extent OR ADL. Grade 2 would include BSA OR Grade 3 severe pain requiring analgesics; interefering with function or analgesics. incude pain meds and distinguish between narcotics or narcotics 

WG #9
Attendance: 8 out of 12 members

Terms Discussed:

-Fanconi syndrome acquired: Grade 2 modified to “corrects with oral replacement”, Grade 3 modified to “required nonemergent intravenous replacement” and Grade 4 was changed to “Requires acute intervention with intravenous replacement” 

-Hemoglobinuria: Grade 3 modified to “Code to the appropriate level of renal failure”, Grade 4 was modified to “Code to the appropriate level of renal failure” and Grade 5 “death” was deleted. We will need to return to this term next week.

-Hemorrhage urinary tract: No changes were made. Interventional radiology or endoscopic procedures, should those be placed under grade 2?

-Renal Failure: No changes were made. Do we want to include oligouria or anuria and rising creatinine or are these covered in other areas? Chronic dialysis is disabling. The question is should it be in grade 3? If patient presents in renal failure and death is imminent, the group thinks that this should be grade 4. We should include life-threatening in grade 4, emergent dialysis required. We will return to this term next week.

-Kidney Perforation: Can you have a renal perforation that is asymptomatic? The other discussion is this is commonly seen only after instrumentation. Discussion to delete the term because unlikely to be related to agent. The question of certain agents causing poor wound healing or bleeding. Will see how many times reported. We will return to this term next week

-Neurogenic Bladder: Remove death from the grading as it is using due to other causes.

WG #10
Attendance: 4 out of 9 members

· Pelvic pain
Recommended Grade 1: Mild pain not interferring with ADLs

· Penile pain
Modified grade1-4.Check with Bryce Reeve, PRO-CTCAE to confirm correlation with CTCAE pain scales

· Perineal pain
Request for more discussion regarding fuction of perineum

· Prostatic pain
Recommend deleting function

· Scrotal pain
Recommend deleting function

· Testicular pain
Recommend deleting function

· Uterine pain
Agree with Ted's changes

· Vaginal pain


· Pelvic floor muscle weakness
Clement: Please discuss role of imaging for determination of pelvic floor muscle weakness. Gr 5 deleted.

· Fallopian tube obstruction
Delete grade 1 and 4,5

· Prostatic obstruction
Delete grade 1 and 5
WG #11
No Meeting 

WG #12
Attendance: 6 out of 7 members
· Intestinal stoma obstruction
Grade 1 - question appropriateness of 'radiographic changes only' for stoma. Suggest delete Grade 1. Recommend Gr 3: Symptomatic and severely altered GI function (e.g., altered dietary habits, vomiting, diarrhea, or GI fluid loss); IV fluids >=24 hrs, tube feedings, or TPN indicated ; operative intervention indicated 

· Tracheal obstruction
            Grade 1: Partial asymptomatic obstruction or stenosis on exam, endoscopy, or radiograph

· Urostomy obstruction
             No change

· Intraoperative breast injury
Keep the current grading

· Intraoperative cardiac injury
Cardiac injury seems more serious than other injuries. Modified the grading for this injury: gr 3: Primary repair of injured organ/structure indicated

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