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Improving Productivity in Pharmaceutical Research and Development: 

The Role of Clinical Pharmacology and Experimental Medicine   
The Embassy Row Hotel • Washington, DC  

July 29, 2015 
 

 
Private Roundtable – Invitation Only 

 
9:00 a.m. Welcome, Recap from Day One, and Meeting Objectives 

 Mark McClellan, Senior Fellow and Director, Health Care Innovation and Value 
Initiative, The Brookings Institution 

 Gregory Daniel, Managing Director for Evidence Development & Innovation, Center for 
Health Policy and Fellow, Economic Studies, The Brookings Institution  

  
9:15 a.m.  Session I: Exploring Opportunities for Pre-Competitive Data Sharing and Collective Learning 

This session will focus on outlining key takeaways from discussions that took place on the first 
day, with a specific emphasis on exploring opportunities for academic researchers, product 
sponsors, and regulators to work together to share data and reach mutually beneficial 
conclusions. 
 
Perspectives: 

 Klaus Romero, Director, Clinical Pharmacology, Critical Path Institute 
 Dalvir Gill, Chief Executive Officer, TransCelerate BioPharma Inc. 
 Cornelis Hop, Senior Director, Drug Metabolism & Pharmacokinetics, Genentech 

 
10:30 a.m. Break  
 
10:45 a.m. Session II: Regulatory and Policy Considerations for the Application of Clinical Pharmacology 

Tools in Drug Development Programs  
This session will focus on relevant regulatory and policy issues and map out a strategy to 
overcome barriers to the successful implementation of clinical pharmacology in drug 
development and review. Discussion will also focus on topics that may require further 
exploration in subsequent workshops, as well as on identifying concrete next steps for industry, 
FDA, and other stakeholders.   
 
Perspectives: 

 Rob Califf, Deputy Commissioner for Medical Products and Tobacco, U.S. Food and 
Drug Administration 

 Akintunde Bello, Executive Director Oncology and Immuno Oncology, Bristol-Myers 
Squibb  

 Issam Zineh, Director, Office of Clinical Pharmacology, Center for Drug Evaluation and 
Research, U.S. Food and Drug Administration  

   
12:00 p.m. Adjournment 

Convened by the Center for Health Policy at Brookings and supported 
by a cooperative agreement with the U.S. Food and Drug Administration. 



 
 

Improving Productivity in Pharmaceutical Research and Development: 
The Role of Clinical Pharmacology and Experimental Medicine   

The Embassy Row Hotel • Washington, DC  
July 29, 2015 

 

Participant List 
 

Darrell Abernethy 
Associate Director for Drug Safety, 
Office of Clinical Pharmacology, Center for Drug 
Evaluation and Research, U.S. Food and Drug 
Administration 
  
Nancy Agrawal 
Associate Vice President, Preclinical ADME, 
Department of Pharmacokinetics, 
Pharmacodynamics, & Drug Metabolism, 
Merck Research Laboratories 
 
Sandy Allerheiligen 
Vice President, Pharmacokinetics Pharmacometrics 
Drug Metabolism, Quantitative Pharmacology & 
Pharmacometrics, Merck Research Labs 
 
Vikram Arya 
Senior Staff Fellow, Office of Clinical Pharmacology, 
Center for Drug Evaluation and Research, U.S. Food 
and Drug Administration 
 
James Barrett 
Professor and Chair, Department of Pharmacology 
and Physiology and Director, Clinical and 
Translational Research Institute, Drexel University 
College of Medicine  
 
Tunde Bello 
Executive Director Oncology and Immuno 
Oncology, Bristol-Myers Squibb 
 
Alasdair Breckenridge 
Partner, NDA Partners LLC and Professor, 
University of Liverpool 
 
Rob Califf 
Deputy Commissioner for Medical Products and 
Tobacco, U.S. Food and Drug Administration 
 
 

Alice Chen 
Head, Early Clinical Trials Development Program, 
Division of Cancer Treatment and Diagnosis, 
National Cancer Institute 
 
Brenda Cirincione 
Group Director, Clinical Pharmacology & 
Pharmacometrics, Bristol-Myers Squibb 
 
Thomas Colatsky 
Director, Division of Applied Regulatory Science, 
Office of Clinical Pharmacology, Center for Drug 
Evaluation and Research, U.S. Food and Drug 
Administration 
 
Jack Cook 
Vice President, Clinical Pharmacology, 
Pfizer 
 
Greg Daniel 
Managing Director for Evidence Development & 
Innovation, Center for Health Policy and Fellow, 
Economic Studies, The Brookings Institution  
 
Karen Davis-Bruno 
Acting Associate Director Pharmacology & 
Toxicology, Office of New Drugs, Center for Drug 
Evaluation and Research, U.S. Food and Drug 
Administration 
 
Dennis Dean 
Senior Vice President and Head, Global Exploratory 
Development, Vertex Pharmaceuticals 
 
Timi Edeki  
Senior Director, Clinical Pharmacology Drug 
Metabolism and Pharmacokinetics, AstraZeneca  
 
 
 
 



 

2 
 

 
Volker Fischer 
Vice President, Drug Metabolism and 
Pharmacokinetics, AbbVie 
 
Elizabeth Ford  
Associate Director for Regulatory Affairs, Office of 
Clinical Pharmacology, Center for Drug Evaluation 
and Research, U.S. Food and Drug Administration  
 
Stephen Friend 
President and Co-Founder, Sage Bionetworks 
 
Dalvir Gill 
Chief Executive Officer, TransCelerate BioPharma 
Inc. 
 
Bahru Habtemariam 
Clinical Pharmacology Reviewer, Office of Clinical 
Pharmacology, Center for Drug Evaluation and 
Research, U.S. Food and Drug Administration  
 
Piet Hein van der Graaf 
Director of Research, Academic Center for Drug 
Research, Leiden University  
 
Cornelis Hop 
Senior Director, Drug Metabolism & 
Pharmacokinetics, Genentech 
 
Shiew-Mei Huang 
Deputy Director for Science, Office of Clinical 
Pharmacology, Center for Drug Evaluation and 
Research, U.S. Food and Drug Administration 
 
Jan Johannessen 
Deputy Director for Science, Office of Translational 
Sciences, U.S. Food and Drug Administration 
 
Amita Joshi 
Senior Director, Clinical Pharmacology, Genentech 
 
Jim Keirns  
Vice President and Chief Clinical Pharmacology 
Scientist, Global Clinical Pharmacology & 
Exploratory Development, Astellas  
 
 
 

 
Lisa LaVange 
Director, Office of Biostatistics, Center for Drug 
Evaluation and Research, U.S. Food and Drug 
Administration 
 
Gabriela Lavezzari 
Assistant Vice President, Scientific Affairs, 
Pharmaceutical Research and Manufacturers of 
America 
 
Svetlana Lyapustina 
Science Advisor, Drinker Biddle & Reath 
 
Michael Maitland 
Assistant Professor of Medicine, The University of 
Chicago Medicine  
 
Tristan Maurer 
Senior Director, Systems M&S, Pfizer 
 
Mark McClellan 
Senior Fellow and Director, Health Care Innovation 
and Value Initiative, The Brookings Institution 
 
Paul Morgan 
Head of Translational Safety, AstraZeneca 
 
Lee Nagao  
Science Advisor, Drinker Biddle & Reath 
 
Garry Neil 
Chief Scientific Officer, Medgenics, Inc.  
 
Waseem Nosair 
Research Assistant, Center for Health Policy,  
The Brookings Institution 
 
Michael Pacanowski 
Associate Director for Genomics and Targeted 
Therapy, Office of Clinical Pharmacology, Center 
for Drug Evaluation and Research, U.S. Food and 
Drug Administration 
 
 
 
 
 
 



 

3 
 

 
Carl Peck 
Founder and Chairman, NDA Partners LLC and 
Adjunct Professor, Center for Drug Development 
Science, Department of Bioengineering and 
Therapeutic Sciences, Schools of Pharmacy and 
Medicine, University of California San Francisco 
 
Rajesh Ranganathan  
Associate Director for Translational Research, 
National Institute of Neurological Disorders and 
Stroke, National Institute of Health  
 
Samantha Roberts 
Science Policy Analyst, 
Friends of Cancer Research 
 
Mark Rogge 
Global Head of Clinical Pharmacology, Early Clinical 
Development, Biogen 
 
Klaus Romero 
Director of Clinical Pharmacology,  
The Critical Path Institute 
 
Morgan Romine 
Research Associate, Center for Health Policy,  
The Brookings Institution 
 
Steve Ryder 
Senior Vice President and Chief Development 
Officer, Alexion Pharmaceuticals 
 
Chandrahas Sahajwalla 
Director, Division of Clinical Pharmacology II, Office 
of Clinical Pharmacology, Center for Drug 
Evaluation and Research, U.S. Food and Drug 
Administration 
 
Martina Sahre 
Reviewer, Office of Clinical Pharmacology, Center 
for Drug Evaluation and Research, U.S. Food and 
Drug Administration 
 
 

 
Vikram Sinha  
Director, Division of Pharmacometrics, Office of 
Clinical Pharmacology, Center for Drug Evaluation 
and Research, U.S. Food and Drug Administration 
 
Donald Stanski 
Global Head, Quantitative Clinical Pharmacology 
Astra Zeneca  
 
Aubrey Stoch  
Head, Discovery Medicine, Merck 
 
David Strauss 
Medical Officer, Center for Devices and 
Radiological Health, U.S. Food and Drug 
Administration 
 
Bob Temple 
Deputy Director for Clinical Science, Center for 
Drug Evaluation and Research, U.S. Food and Drug 
Administration 
 
Jocelyn Ulrich  
Senior Director, Science & Regulatory Advocacy, 
Pharmaceutical Research and Manufacturers of 
America 
 
Vissia Viglietta  
Director Medical Research, Biogen 
 
Lei Zhang 
Senior Advisor for Regulatory Programs and Policy, 
Office of Clinical Pharmacology, Center for Drug 
Evaluation and Research, U.S. Food and Drug 
Administration 
 
Issam Zineh 
Director, Office of Clinical Pharmacology, Center 
for Drug Evaluation and Research, U.S. Food and 
Drug Administration 
 
 
 
 

 


	Private roundtable agenda_final
	7.29 Roundtable Participant List_final

