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Generic Drug User Fee Amendments of 2017 Regulatory Science Initiatives:

Request for Public Input for FY 2021 Generic Drug Research
Public Workshop

Panel Members

Industry Leaders’ Roundtable

Robert Lionberger, PhD (Moderator)
Director, Office of Research and Standards
Office of Generic Drugs, CDER

Xiaodi Guo, PhD
Chief Scientific Officer
Prinston Pharmaceutical Inc.

Ajaz Hussain, PhD
President
National Institute for Pharmaceutical Technology and Education

Srinivas Kone, PhD
Senior Vice President/Head of Scientific Affairs, R&D Global Generics
Amneal Pharmaceuticals

Rosario LoBrutto, PhD
Head of Scientific Affairs
Sandoz, Inc.

Michelle Ryder, BS
Principal Consultant
Lachman Consultant Services, Inc.

Samrat Sisodia, PhD, MBA
Vice President Regulatory Affairs - North America
Glenmark Pharmaceuticals Inc.

Breakout 1: Post-market Surveillance of Generic Drugs
Howard Chazin, M.D., MBA (Co-Moderator)
Director, Clinical Safety Surveillance Staff

Office of Generic Drugs, CDER

Jason Rodriguez, Ph.D. (Co-Moderator)
Laboratory Chief, Division of Complex Drug Analysis
Office of Testing and Research

Office of Pharmaceutical Quality, CDER
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Raphael Brykman, PhD

Consumer Safety Officer

Office of Quality Surveillance

Office of Pharmaceutical Quality, CDER

Candis Edwards, MS
Senior Vice President, Regulatory Affairs
Amneal Pharmaceuticals

Samrat Sisodia, PhD, MBA
Vice President Regulatory Affairs - North America
Glenmark Pharmaceuticals Inc.

Breakout 2: Combination Products

Markham Luke, M.D., Ph.D. (Moderator)
Director, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Elizabeth Bielski, PhD

Chemist, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Bing Cai, PhD

Director, Division of Liquid-Based Products |
Office of Lifecycle Drug Products

Office of Pharmaceutical Quality, CDER

Dhaval Gaglani, MS

Branch Chief, Division of Immediate & Modified Release Products 1l
Office of Lifecycle Drug Products

Office of Pharmaceutical Quality, CDER

Priyanka Ghosh, PhD

Senior Staff Fellow, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Ravi Harapanhalli, PhD

Senior Vice President

Global Regulatory Affairs-Complex Products
Amneal Pharmaceuticals

Maryam Mokhtarzadeh, MD

Senior Medical Officer

Office of Combination Products

Office of Clinical Policy and Programs, Office of the Commissioner

Bin Qin, PhD
Staff Fellow, Division of Therapeutic Performance
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Office of Research and Standards
Office of Generic Drugs, CDER

Molly Story, PhD
Senior Director, Global Advisor, Medical Device Development Unit
Sanofi

Raisin Wallace, BSc.
Vice President, Head of Global Device Development
Mylan

Kimberly Witzmann, MD
Acting Deputy Director, Office of Bioequivalence
Office of Generic Drugs, CDER

Breakout 3: In Vitro Bioequivalence Methods

Yan Wang, Ph.D. (Moderator)

Acting Team Leader, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Denise Conti, PhD

Staff Fellow, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Andrew Cooper, PhD
Senior Director, Head of Analytical & Material Science
Mylan Global Respiratory Group

Changning Guo, PhD

Research Chemist, Division of Complex Drug Analysis
Office of Testing and Research

Office of Pharmaceutical Quality, CDER

Darby Kozak, PhD

Acting Deputy Director, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Bing Li, PhD

Acting Director

Office of Bioequivalence

Office of Generic Drugs, CDER

Mark Liu, MS
Senior Director, Clinical R&D
Mylan Inc.
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Theofanis Mantourlias, PhD

Head of Formulation Development

BU Generics and Complex Formulations
Fresenius Kabi

Bryan Newman, PhD

Acting Team Leader, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Hiren Patel, PhD

Visiting Associate, Division of Bioequivalence 11
Office of Bioequivalence

Office of Generic Drugs, CDER

Sam Raney, PhD

Lead for Topical and Transdermal Drug Products, Division of Therapeutic Performance
Office of Research and Standards

Office of Generic Drugs, CDER

Elena Rantou, PhD

Lead Mathematical Statistician, Division of Biometrics VII|
Office of Biostatistics

Office of Translational Sciences, CDER

Bhagwant Rege, PhD

Director, Division of Immediate & Modified Release Products 11l
Office of Lifecycle Drug Products

Office of Pharmaceutical Quality, CDER

Pahala Simamora, PhD

Branch Chief, Division of Liquid-Based Products 11
Office of Lifecycle Drug Products

Office of Pharmaceutical Quality, CDER

Michael Spagnola, MD

Lead Physician, Division of Clinical Review
Office of Bioequivalence

Office of Generic Drugs, CDER

Ross Walenga, PhD

Chemical Engineer, Division of Quantitative Methods and Modeling
Office of Research and Standards

Office of Generic Drugs, CDER

Xiaoming Xu, PhD

Chemist, Division of Product Quality Research
Office of Testing and Research

Office of Pharmaceutical Quality, CDER

Shawn Zhang, PhD
Founder and CEO
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DigiM Solution LLC

Breakout 4: Data Analysis and Model-Based Bioequivalence
Liang Zhao, Ph.D., M.B.A. (Moderator)

Director, Division of Quantitative Methods and Modeling
Office of Research and Standards

Office of Generic Drugs, CDER

Sid Bhoopathy, PhD
President and Chief Operating Officer
Absorption Systems

Charles E. DiLiberti, MS
President
Montclair Bioequivalence Services, LLC

Stella C Grosser, PhD

Director, Division of Biometrics VIII
Office of Biostatistics

Office of Translational Sciences, CDER

Andrew Hooker, Ph.D.

Associate Professor of Pharmacometrics
Department of Pharmaceutical Biosciences
Uppsala University

Min Li, PhD

Staff Fellow, Division of Biopharmaceutics
Office of New Drug Products

Office of Pharmaceutical Quality, CDER

Amin Rostami, PhD

Professor of Systems Pharmacology

Director of the Centre for Applied Pharmacokinetic Research (CAPKR)
University of Manchester

Stephan Schmidt, B.Pharm, PhD, FCP

Certara Professor

Associate Professor & Director

Center for Pharmacometrics & Systems Pharmacology
Department of Pharmaceutics Lake Nona (Orlando)
University of Florida

Raja Velagapudi, MPharm, MS, PhD
Executive Director and Head,
Clinical Development

Sandoz Inc.
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