Minutes of the Industry/FDA/Academia Safety Graphics Working Group

Meeting Subject:
Industry/FDA/Academia Safety Graphics Working Group 




Teleconference

Meeting Date:         
Tuesday April 27, 2010

Meeting Time:        
2:00 p.m. to 3:00 p.m. (EST)
Meeting Location: 
White Oak Building 21, Room 1539
	Attendees
	Ken Koury (Chair), Qi Jiang, Richard J. Anziano, Navdeep Boparai,  Janelle Charles, Suzanne Demko, Susan Duke, Richard Forshee, Eric Frimprong, Robert ”Mac” Gordon, Stephine Keeton, Leslie Kenna, Antonio Paredes, George Rochester, Markus Yap, Fabrice Bancken,  Charles Cooper, Brenda Crowe, Larry Gould, Matthew Gribbin, Frank Harrell

	Absentees
	Andreas Brückner, Sylvia Engelen, Kate Gelprine, Frederico Goodsaid, Liping Huang,  Pravin Jadhav, Qi Jiang, George Rochester, John Senior, Mat Soukup, Jeff Summers, Mark Walderhaug


Meeting Purpose: Accept the minutes from the previous meeting. Review the minutes from the Subgroups; Adverse Events, ECG/Vitals, General Principles, and Labs and Liver. Have an update on Website/Statforum. Review Action Items from the previous meeting; Duke Clinical Research Data Sets, and large public and placebo data.
Points of Discussion
New Membership

Yaning Wang 

Adverse Events Subgroup, and the Labs and Liver

Subgroup

The following members will attend subgroup meetings only.

Rob Fiorentino 
ECG and Vitals Subgroup
Pravin Jadhav 
ECG and Vitals Subgroup

Jeff Summers  
Adverse Events Subgroup

and General Principles Subgroup
Hao Zhu 

ECG and Vitals Subgroup

The following have requested to be informed of the Working Groups

progress but are currently unable to commit time to the groups ecorts.

Kate Gelperin

Ted Guo

John Senior
Acceptance of the minutes from the previous meeting
Ken inquired if there was anything discuss from the previous months meeting. There was not and the minutes were accepted without further discussion. 
Subgroup Meeting Minutes
Adverse Events – Stephine Keeton

ECG and Vitals – Rich Anziano

General Principles – Susan Duke
Labs and Liver – Mac Gordon
Action Items from the previous meeting
1. Update on Website/Statforum – Ken Koury
2. Duke Clinical Research Data Sets – Antonio Paredes

3. QT data – Leslie Kenna

Announcements and Open Discussion

1. What sample data will be available to use?

2. 2011 International Chinese Statistical Association (ICSA) Applied Statistical Symposioum

June 26-29, 2011

New York, New York

Discuss the idea of organizing a safety graphics session.

Open Discussion

