
8:30 AM Registration & Light Breakfast

9:00 AM Welcome and Housekeeping Katherine Barradas, Forum for Collaborative Research

Introductory Remarks: Liver Forum Co-Chairs Veronica Miller, Arun Sanyal, Laurent Fischer

9:15 AM

9:15 AM Lessons Learned from Trials to Date Mary Rinella, Northwestern University

9:35 AM Transitioning from Pre- to Post-Accelerated Approval Vlad Ratziu, Hôpital Pitié Salpêtrière

9:55 AM Discussion Panelists:

Edgar Charles, Bristol-Myers Squibb

Dean Hum, GENFIT

Leigh MacConell, Intercept Pharmaceuticals

Rebecca Taub, Madrigal Pharmaceuticals

11:00 AM Break

11:30 AM

11:30 AM Future of Trial Design and Endpoints for NASH Arun Sanyal, Virginia Commonwealth University

11:55 AM Estimands in NASH Clinical Trials Peter Mesenbrink, Novartis Pharmaceuticals 

12:15 PM Discussion Panelists:

Judith Ertle, Boehringer Ingelheim

Eduardo Bruno Martins, Allergan

Stephen Rossi, CymaBay Therapeutics

Carla Yunis, Pfizer, Inc.

1:00 PM Lunch

2:00 PM

2:00 PM Review of EMA Reflection Paper and Stakeholder Meeting Mark Ainsworth, Danish Medicines Agency

2:30 PM Discussion Panelists:

Elmer Schabel, BfArM (remote)

Joachim Musaus, EMA (remote)

Lars Damgaard, Novo Nordisk

Sven Francque, Antwerp University Hospital

Joost Romme, Medicines Evaluation Board

Johannes Taminiau, EMA PDCO

Richard Torstenson, Allergan

3:30 PM Break

4:00 PM

4:00 PM NASH Cirrhosis Arun Sanyal, Virginia Commonwealth University

4:10 PM Standard of Care: Comorbidity MGMT Raluca Pais, Hôpital Pitié Salpêtrière

4:20 PM Standard of Care: Lifestlye MGMT Sven Francque, Antwerp University Hospital

4:30 PM Pediatric Issues Joel Lavine, Columbia University

4:40 PM Discussion All

5:30 PM Adjourn and Evening Reception

7:00 PM Reception End
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Session IV: Working Group Updates

Session I: NASH Clinical Trials Part I - Deep Dive into Recent Trials

Session II: NASH Clinical Trials Part II - Future Directions

Session III: European Regulatory Updates and Perspective

Moderator: Arun Sanyal, Virginia Commonwealth University

Moderator: Vlad Ratziu, Hôpital Pitié Salpêtrière

Moderator: Veronica Miller, Forum for Collaborative Research

Moderator: Laurent Fischer, Allergan

Paris, France


