
12:30 Welcome Reception and Registration

14:00 Session I: Project Overview

Welcome & Intoduction

Moderators:

Veronica Miller, Forum for Collaborative Research

David Shapiro, Intercept Pharmaceuticals

Arun Sanyal, Virginia Commonwealth University

14:00 Regulatory Perspective Updates

Presenters:

Anissa Davis-Williams, U.S. Food and Drug Administration

Stephanie Omokaro, U.S. Food and Drug Administration

Elmer Schabel, European Medicines Agency

14:30 Inflammation and Fibrosis: One Drug for Both?

Moderators:

Detlef Schuppan, Mainz University Medical Center

Vlad Ratziu, Hôpital Pitié Salpêtrière

Presenter: 

Detlef Schuppan, Mainz University Medical Center

14:50
Challenges and Opportunities in Drug Development for NASH with 

a Focus on Fibrosis

Presenter: 

Arun Sanyal, Virginia Commonwealth University

15:10 Panel Discussion

Panelists:

Guruprasad Aithal, The University of Nottingham

Quentin Anstee, Newcastle University

Manu Chakravarthy, Eli Lilly and Company 

Rob Myers, Gilead Sciences, Inc

Elmer Schabel, European Medicines Agency

16:00 Break

16:30 Session III: Clinical Trial Management

16:30
Common Issues in Clinical Trials: Patient Recruitment, Retention, 

Eligibility, and Screening Failure

Moderators:

Laurent Fischer, Allergan 

Rebecca Taub, Madrigal Pharmaceuticals

Presenter:

Sven Francque, University Hospital Antwerp

17:00 Perspectives: Investigator, Sponsor, Patient

Panelists:

William Baldyga, University of Illinois at Chicago

Claudia Filozof, Covance

Joanne Imperial, Conatus Pharmaceuticals

Sophie Megnien, Genfit

Elmer Schabel, European Medicines Agency

17:30 Session IV: Working Groups

17:30 Case Definitions Working Group
Presenter: 

Sophie Megnien, Genfit

17:45 Pediatric Issues Working Group
Presenter: 

Miriam Vos, Emory University

18:00 Placebo Arm Data Working Group
Presenter: 

Eric Lefebvre, Allergan

18:15 Session V: Wrap-Up

18:15 Overview of the NASH Biomarker Workshop
Presenter: 

Arun Sanyal, Virginia Commonwealth University

18:30 National Academy of Medicine Study
Presenter: 

Veronica Miller, Forum for Collaborative Research

18:45 General Updates & Next Steps

19:00 Reception All

20:30 Adjourn
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