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Steering Committee 

• Co-chairs 

• Gary Burgess, Conatus 

• Arun Sanyal, VCU 

• FDA 

• Lara Dimick, 

CDER/DGIEP 

• Chris Leptak, CDER/OND 

• Ruby Mehta, 

CDER/DGIEP 

• EMA 

• Elmer Schabel, BfArM 

• William Baldyga, Patient 

Representative 

• Jeff Bornstein, Biogen Idec 

 

• Helena Brett-Smith, BMS 

• Carol Brosgart, UCSF 

• Laurent Castera, Hôpital 

Beaujon 

• Scott Friedman, Mount Sinai 

• Stephen Harrison, Brooke Army 

Med Center 

• Tom Karlsen, Oslo University 

• Veronica Miller, HIV Forum 

• Massimo Pinzani, UCL 

• Detlef Schuppan, Mainz Uni 

Med Center/BIDMC 

• David Shapiro, Intercept 

• Tracy Swan, Patient Advocate 
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Forum Staff 
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• Jeff Kaminski 

• Myrna Cozen 

• Brenda Rodriguez 

• Lauren Smith 

• Aileen Artus 
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• Informed Horizons, LLC 

• Margie Poole 

• David Poole 
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• Independent and neutral venue  

• Ongoing multi-stakeholder dialogue 

• Facilitate more efficient regulatory path for 

diagnosis and treatment of NASH and fibrosis 

• Facilitate best science-based decisions, in real time, 

regarding efficacy and safety 

• Break down inefficiencies 

• Increase clarity 

• Benefit to the whole field, especially the patient 

 



The Liver Forum Timeline 

2013 

Sept 

2013 

Nov 

2014 

May 

2014 

Nov 

2015 

April 

2015 

Sept 

2015 

Nov 

FDA-AASLD 

workshop 

Conception 

Of the Forum 

Approval 

from FDA and EMA 

to participate 

Steering committee 

formed 

First two 

Working Groups 

formed 

IOM 

Study  

conceived 

Reports from 

Working Groups 

New groups  

to be formed 
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 Session 1: Project Overview & Updates 

 Welcome & Introductions 

 Liver Forum Updates 

 Regulatory Perspectives 

 

 Session 2: Working Group Report & Discussion (Part 1) 

 Disease Definitions Working Group 

 Discussion 

 

 Session 3: Working Group Report & Discussion (Part 2) 

 Data Standardization Working Group 

 Discussion 

 

 Session 4a: Non-Invasive Diagnostics 

 Overview: Non-Invasive Diagnostics: State of the Art 

 

 Session 4b: Panel Discussion 

 

 Session 5: Announcements & Wrapping Up 

 

 Adjourn & Reception 

 

 


