
CTCAE WG Teleconference
Meeting Notes for the week of 08/04/2008
	Session Information


	Date:                                August 05, 2008 WG #4
Time:                               12:00-1:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Attendance: 6 out of 8 members

There was marked improvement in the attendance for this group, compared to last week’s 2 members only. One member declined participation, bringing the total down to 8. 6 out of 8 members have registered on Gforge. The WG lead had made the assignments for this group. Discussed the terms in Neuology SOC. Important discussion regarding confusion, delirium, encephalopathy. 9 terms were discussed. Andy Lassman, Pat Wen and Don Rosenstein preferred not to enter terms in wiki. Eric Tate, the WG lead will enter the proposals on the wiki.

	Attendees:
	Eric Tate

Andrew B. Lassman
Patrick Wen
Debbie Snyder


	Session Information


	Date:                                August 05, 2008 WG #12
Time:                               2:00-3:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Attendance: 6 out of 8 members

Participant number was increased from 7 to 8.  Stephen Dorian, the new member, participated. Of these 7 have gForge account. Discussed cross SOC terms; injury terms from different SOCs.  WG has completed all terms Ann will be checking on terms in this SOC. No meeting next week.



	Attendees:
	Ann Setser
Naoko Takebe
Ted Trimble
Linda Bressler
Kathy Sward

Vikrant Deshmukh


	Session Information


	Date:                                August 05, 2008 WG #8
Time:                               1:00-2:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Attendance: 6 out of 9 members

Participant number was increased from 5 to 9. Of the 3 new members, 2 partcipated.

7 out of 9 have gForge account. 

13 terms discussed and proposals made. WG lead has not divided term among group members. WG on schedule.



	Attendees:
	Ann Setser
Janet Dancey

Mario Lacouture
Milan Anadkat
Madeline Carroll
Marlo Ross 


	Session Information


	Date:                                August 05, 2008 WG #11
Time:                               11:00-12:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Attendance: 4 out of 7 members

Participant number was increased from 5 to 7. Only one of the 2 new members participated.

4 out of 7 have gForge account. 

The total of 48 terms in this WG were divided among 3 people. 16 out of 48 terms were discussed and proposals made. Laurie was assigned 16 terms; Austin  has 16 terms and Taufeek was assigned 12 terms for next week. WG on schedule.



	Attendees:
	Lawrence Doyle 


	Session Information


	Date:                                August 20, 2008 WG #5
Time:                               11:00-12:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Attendance: 7 out of 9 members

· Necrosis, colon, cecum, appendix: Recommend submission to MSSO for inclusion in MedDRA: Colonic Necrosis. Not a MedDRA term

· Intestinal necrosis; small intestinal necrosis

· Necrosis, GI duodenum

· Obstruction, GI

· Proctitis

· Dry mouth, salivary gland

· Salivary gland changes/saliva: proposed Salivary gland disorder

· Liver dysfunction

· Pancreas, exocrine enzyme deficiency

· Pancreatitis



	Attendees:
	Shivaani Kummar
Carol Andrist
William Schelman
Lindsey Monroe
Carla Kurkjian
Ann Setser
Malcolm Smith

 


	Session Information


	Date:                                August 20, 2008 WG #1
Time:                               12:00-1:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Attendance: 5 out of 10 members

Igor the WG lead participated for the first time.

Discussed Infection terms

· Rectum

· Appendix

· Prosthesis related infection

· Gall bladder infection

· Oral cavity infection : gum infection

· Ileum infection

· Neck NOS

· External year (Otitis externa)

· Periodontal infection

· Lung infection: bronchitis, pneumonia,


	Attendees:
	Igor Espinoza-Delgado
Naoko Takebe
Richard Little
Stephen Dorian
Richard Aplenc
 


	Session Information


	Date:                                August 20, 2008 WG #3
Time:                                2:00 p.m.–3:00 PM EST

	Executive Summary
	The purpose of this meeting was to provide the participants with some information on the BioMedGT site and begin work on the content revision as it is the working groups first meeting.
The materials for this meeting may be accessed at the following link:  https://gforge.nci.nih.gov/docman/index.php?group_id=517&selected_doc_group_id=3780&language_id=1


	Key Outcomes/ Decisions

	This was Working Group 3’s first meeting due to scheduling issues.  The WG got started by discussing the BioMedGT site, resolving Centra issues, as well as discussing documents on the GForge site.  The WG also started reviewing content by discussing 5 AE terms.  The Group decided to have discussion on the Wiki site for the remaining 23 terms and coming to decisions on them during next week’s WG meeting.

	Key Discussion
	Terms Discussed:
Cataract- No change

Dry Eye Syndrome- No change

Eyelid Dysfunction- Changed to “Eyelid Function Disorder”

Glaucoma- No change

Keratitis- To be discussed on the Wiki site over the next week

	Action Items
	Item

Assigned To

Due Date

E-mail Eileen Monge an e-mail address list for all Working Group 3 Participants
Summy Jafri 
08/21/2008
Email MedDra list for relevant terms to fellow WG members

Eileen Monge
ASAP


	Attendees:
	Dimitri Colevas
Beth Brooks

Eileen Monge

Alice Chen

Frank Ondrey

Howard Striecher

 


	Session Information


	Date:                                August 20, 2008 WG #7
Time:                               2:00-3:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Death

Secondary malignany terms discussed

Syndrome terms discussed

· Tumor flare Keep as is

· Tumor lysis syndrome Keep as is

Constituional symptoms

· Flu like syndrome: change to Flu like syndrome

Irritability

Tumor Pain : Keep

Death & Sec malignancy to be discussed next week. Likely candidates for SC



	Attendees:
	Lori Minasian
Anne Tompkins
Robin V Heinze
Lisa Nastari


	Session Information


	Date:                                August 20, 2008 WG #9
Time:                               3:00-4:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	· Above and below normal; 

· High and Low; 

· Increased an Decreased GU

· Bladder spasm

· Vesicular fistula

· Fistula

· Bladder hemorrhage; CHANGE TO HEMATURIA

· Kidney hemorrhage: CHANGE TO RENAL HEMORRHAGE

· Urinary electrolyte wasting: Reno tubular disorder

· Urinary frequency/ urgency: propose URINARY FREQUENCY

· Retention: URINARY RETENTION

· Neurogenic bladder

· Urine color change: change to urine discoloration

About 20 terms covered.



	Attendees:
	Alice Chen
Nita Seibel
Mary Ann Yancey
J. Michael Hamilton


	Session Information


	Date:                                August 20, 2008 WG #2
Time:                               4:00-5:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Daniel Lenihan discussed cardiac general terms.

· Myocardial Infarction: No change. But will be difficult to grade

· Myocardial Ischemia : change to Acute coronary syndrome

· Cardiac troponin: proposed Cardiac troponin I increased/ decreased

· Cardiopulmonary arrest: This will be a catchall phrase

· Hypertension: unchanged

· Diastolic dysfunction: Heart failure; Heart failure with normal LVEF

· Hypotension: unchanged

· Myocarditis

· Pericardial effusion

· Pericarditis

· Pericardio temponade: New Term

· Restrictive cardiomyopathy

· Constrictive Pericarditis: New Term

· Right Ventricular dysfunction: keep as is

· Cardiac valve disease: Split  the 4 valves, atrial, mitral, tricuspid, pulmonary valve disorder



	Attendees:
	Daniel J. Lenihan
Scot Remick
Percy Ivy


	Session Information


	Date:                                August 21, 2008 WG #6
Time:                               12:00-1:00 PM EST

	Executive Summary
	The purpose of this meeting was to continue work on the content revision 

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
	Endocrine disorders
:


· Cushingoid appearance (e.g., moon face, buffalo hump, centripetal obesity, cutaneous striae). Susan thinks the term has never been graded from 1-5. Cushingoid appearance is a better term than just Cushingoid, for it can be confused with other Cushingoid terms. But is not a MedDRA term. Proposal : change to Cushingoid and not include each individual appearance.

· Lypohypertrophy : New Term under Skin SOC term. Discussion with SC. Important for injections

· Central Obesity: rarely seen as AE for drug.

· Endocrine, other Specify:

· Masculinization of female: Suggested term Virilization. Proposed

· Feminization of male: Delete term

· Arrested puberty: Add as new term. NOT A MedDRA TERM

Metabolism and nutrition disorders



· Acidosis (metabolic or respiratory): leave general acidosis to cover both metabolic and respiratory

· Alkalosis (metabolic or respiratory) ): leave general alkalosis to cover both metabolic and respiratory

· Alcohol intolerance syndrome (antabuse-like syndrome): the term will move to metabolism SOC. Proposed: Alcohol intolerance

Growth and Development:

Growth Velocity

Parathyroid function, low (hypoparathyroidism): proposed new term term hyperparathyroidism


	Attendees:
	Olwen Hahn Lyon
Linda Enayati
Susan Nunez
Naifa L. Busaidy
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