
13:30 Welcome Coffee Reception and Check-in

14:00 Welcome & Project Overview

Moderators: 

Veronica Miller, Forum for Collaborative HIV Research

Arun Sanyal, Virginia Commonwealth University Medical Center for Clinical 

and Translational Research                                                                                     

Gary Burgess, Vectura Limited

14:15 Regulatory Perspective Updates

Lara Dimick-Santos, U.S. Food and Drug Administration

Elmer Schabel, Bundesinstitut fuer Arzneimittel und 

Medizinprodukte/European Medicines Agency

14:45 Working Group Report & Discussion

14:45

Disease Definitions Working Group

Presentation of WG Output (draft ms), Followed by 

General Discussion

NEXT STEPS: Defining resolution 

Moderators: 

Sophie Megnien, Genfit SA

Stephen Harrison, Brooke Army Medical Center & Uniformed Services, 

University of the Health Sciences

Presenter: 

Mohammad Shadab Siddiqui (P), Virginia Commonwealth University

15:15

Monitoring and Assessment of Potential Drug Induced 

Liver Injury in NASH Clinical Trials

Discussion: Is there a need for a NASH DILI WG? 

Presenter: 

Arie Regev, Eli Lilly and Company 

15:35

Baseline Standardization Working Group

Presentation of WG Output (draft ms), Followed by 

General Discussion

NEXT STEPS: Mapping Potential Placebo Arm Cohort 

Moderators: 

Joanne Imperial, FibroGen, Inc.

Quentin Anstee, Newcastle University Medical School

Presenter: 

Claudia Filozof, Covance

16:05 Break

16:35

Pediatric Issues Working Group

Presentation of WG Ouput (draft ms for pediatric 

definitions and baseline parameters), Followed by 

General Discussion 

NEXT STEPS: Framework for Pediatric Natural History 

Cohort Transatlantic)

Moderators: 

Joel Lavine, Columbia University Medical Center 

Miriam Vos, Emory University School of Medicine 

16:55 Panel Discussion

Panelists:  

Lara Dimick-Santos, U.S. Food and Drug Administration

Ruby Mehta (P), U.S. Food and Drug Administration

Rajarshi Banerjee (P), Perspectum Diagnostics

Debra Silberg, Shire Pharmaceuticals                                                                                

Richard Torstenson, Novo Nordisk                                                                                      

17:15
Making the Most of Data: Targeted Learning and 

Potential Applications

Moderators:

Veronica Miller, Forum for Collaborative HIV Research

David Shapiro, Intercept Pharmaceuticals

Presenter: 

Mark van der Laan (P), UC Berkeley Center for Targeted Learning in Big 

Data

17:45 My Own Med: Innovation in Data Collection
Presenter: 

Trang Gisler, My Own Med, Inc.

18:15
Baseline Disease and Biomarker+B18

Placebo Arms + Biomarker Network
General Discussion (all)

18:30 General Updates

Moderators: 

Veronica Miller, Forum for Collaborative HIV Research

Arun Sanyal, VCU Medical Center for Clinical and Translational Research

18:45
Next Steps

Open Discussion

19:00 Reception All

20:30 Adjourn & Networking Reception

(P) Joining by phone
*This is not an official function/event of the American Association for the Study of Liver Diseases.

FINAL AGENDA
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