Hepatotoxicity Steering Committee Meeting
Rockville Civic Center
Rockville, Maryland
February 5, 2004

8:00 AM Continental Breakfast All

8:30 AM Welcome/Introductions Lana Pauls

8:40 AM Brief Background and Meeting Outline Lana Pauls

8:45 AM Clinical/Postmarketing: John Senior

Where Do Elevated Serum Transaminases Come From?
9:45 AM Clinical: The NIH DILI Network Update Paul Watkins
10:15 AM BREAK
10:30AM Clinical: Presentation and Discussion of Proposed Guidance Bob Temple
from Health Canada entitled:

"Recommendations from the Scientific Advisory Panel
Sub-groups on Hepatotoxicity: Hepatotoxicity of Health Products”

11:15 AM  An overview of approaches to studying risk factors of ALF Mark Avigan
in the ALF SG Will Lee

12:00 PM Lunch

1:00 PM Clinical: Review of selected NDAs — Were the Data Sufficiently Lana Pauls
Collected and Analyzed to Predict Hepatotoxicity?

1:30 PM The Use of Hepatotoxic Signals to Predict the Safety of PPARs Ken Hastings

2:00 PM Nomenclature for Liver Injury: An Update and Publication Strategies ~ Vic Navarro

2:45 PM Break

3:00 PM The use of Data Mining to Systematically Identify Hepatotoxic Signals ~ Ana Szarfman
in the Presence of Noise

3:30 PM Where We Are and Need To Go R. Temple/S. Ryder
3:45 PM General Discussion All

4:00 PM Adjourn
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