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This meeting has been organized in collaboration with representatives from: 
 

 
 

US Food and Drug Administration (FDA)  
National Institutes of Health (NIH)  

Centers for Disease Control and Prevention (CDC)  
US Agency for Healthcare Research and Quality (AHRQ)  

Health Canada (HC)  
Canadian Institutes for Health Research (CIHR)  

Society of Nuclear Medicine (SNM)  
and other public and private research organizations.  

 
 
 

For More information please visit www.cmod.org 
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Rockville, MD 20852  



12:30 - 1:00 PM Introduction  
Peter Libby 

1:00 - 1:30 PM Biomarkers in cardiometabolic disease 
Wolfgang Koenig 

1:30 - 2:00 PM Biomarkers in drug development 
Samuel Wright 

2:00 - 2:30 PM Validation and use of biomarkers: from pre-clinical to clinical studies 
Jean-Claude Tardif 

2:30 - 2:45 PM Biomarker development - case study #1 (atherosclerosis) 
Peter Gardiner 

2:45 - 3:00 PM Biomarker development ï case study #2 (lipidomics) 
Reijo Laaksonen 

3:00 - 3:30 PM The impact of biomarkers innovations on public health 
George Mensah 

3:30 - 4:00 PM Panel Discussion 
Peter Libby, Peter Liu, Wolfgang Koenig, Samuel Wright, Jean-Claude Tardif, Peter Gardiner, Reijo Laaksonen, 

George Mensah, Irene Nunes, Oye Olukotun, Seigo Izumo, Gurvaneet Randhawa  

4:00 - 4:30 PM ðï BREAK ðï 

Session 1: Biomarker Innovations enabling drug and diagnostic development 
  (chairs: Peter Libby, Peter Liu) 

Monday 

m 

AGENDA 

Description:   Individual experts will provide an overview of promising research across disease states, including the use of proteomics, genomics, 
and metabolomics.  Industry representatives will provide examples of commercial applications of novel technologies. 

Visit www.cmod.org for information, registration and CALL FOR ABSTRACTS 
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Special Evening Session: Biomarkers in Heart Failure: Challenges & Opportunities  

 (co-sponsored by NIH / NHLBI)  

4:30 - 4:45 PM 
12 min. presentð 3 min. Q&A 

How do we rigorously evaluate biomarkers? 
Michael Lauer 

4:45 - 5:00 PM The current state of biomarkers in heart failure? 
Peter Liu 

5:00 - 5:15 PM Imaging biomarkers 
Andrew Arai 

5:15 - 5:30 PM Clinical trial perspective 
James E. Udelson 

5:30 - 5:45 PM FDA perspective 
Abraham Karkowsky 

5:45 - 6:00 PM ðï BREAK ðï 

6:00 - 7:30 PM Panel Discussion / Brainstorming Session 

Description:   Five speakers 12 minutes each + 3 minutes brief questions with panel discussion ending session. 
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Description:   Focusing on recently completed, and ongoing, large-scale cardiovascular clinical trials, the use of biomarkers will be reviewed and 
debated by experts in drug development, clinical trial design, translational medicine, economics, epidemiology and public health.  Additionally, the 

need to accurately and effectively communicate clinical trial results to the medical community and the general public will be examined. 

8:00 - 8:10 AM Introduction  
Mary Parks  

8:10 - 8:40 AM Diabetes guidelines 
Hylton Joffe 

8:40 - 9:10 AM Industry perspective 
Anders Svennson 

9:10 - 9:40 AM Academic perspective 
Helen Colhoun 

9:40 - 10:00 AM ðï BREAK ðï 

10:00 - 10:30 AM Panel Discussion: Diabetes guidelines 
Mary Parks, David Waters, Hylton Joffe, Anders Svennson, Helen Colhoun, Karen Hicks, Robert Temple, 

Agnes Klein, Douglas Throckmorton, Christoph Koenen, Peter Libby and Jean-Claude Tardif  

10:30 - 11:00 AM Cox-2 inhibitors 
Sharon Hertz 

11:00 - 11:30 AM Selective Estrogen Receptor Modulators  
Gerald Willet 

11:30 - 12:00 PM Standardized Data Collection for Cardiovascular Trials: A Collaborative Effort 
Karen Hicks 

12:00 - 1:00 PM ðï LUNCH ðï 

1:00 - 1:30 PM Renal biomarker development: past, present and future  
Melanie Blank 

1:30 - 2:00 PM FDA perspective on the use of biomarkers 
Robert Temple 

2:00 - 2:40 PM Panel Discussion: CV complications of non-CV drugs 
Mary Parks, David Waters, Sharon Hertz, Gerald Willet, Helen Colhoun, Karen Hicks, Melanie Blank, 

Robert Temple, Agnes Klein, Norman Stockbridge, and Douglas Throckmorton 

2:40 - 3:00 PM ðï BREAK ðï 

m 

Tuesday 

3:00 - 3:05 PM Introduction  
Jean-Claude Tardif 

3:05 - 3:30 PM The Biomarker Factory: Moving from Mom and Pop to an Industrial Model for 

Clinically Important Biomarkers  
Robert Califf 

3:30 - 3:55 PM From biomarkers to clinical trials  
Jean-Claude Tardif 

3:55 - 4:20 PM Biomarkers in the TIMI trials  
Eugene Braunwald 

4:20 - 4:45 PM Communicating medical news to the lay public 
Gina Kolata 

4:45 - 5:30 PM Panel Discussion: Streamlining clinical trials 
Jean-Claude Tardif, Robert Califf, Eugene Braunwald, Gina Kolata, Peter Libby, Eric Brass, 

Norman Stockbridge, Douglas Throckmorton, Michele Mercuri and Laure Cloarec-Blanchard 

Session 3: Streamlining clinical trials and communications 
  (chairs: Jean-Claude Tardif, Rob Califf) 

Session 2: Regulatory Roundtable: How can biomarkers streamline the regulatory process? 
  (chairs: Mary Parks, David Waters) 

Description:    Representatives from FDA and Health Canada will provide their insights regarding the utility of biomarkers for use in drug develop-
ment.  This session will highlight recent controversies and provide examples of challenges, progress and ongoing efforts in this area. 
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8:00 - 8:10 AM Introduction  
Zahi Fayad 

8:10 - 8:40 AM Advances in SPECT & PET imaging: Novel approaches to diagnosis & risk prediction 
Marcelo DiCarli 

8:40 - 9:10 AM PET Imaging of Atherosclerosis 
Ahmed Tawakol 

9:10 - 9:40 AM Magnetic Resonance Imaging and Computed Tomography of Atherosclerosis 
Zahi Fayad 

9:40 - 10:00 AM ðï BREAK ðï 

10:00 - 10:30 AM QCA, IVUS, and Beyond 
Jean-Claude Tardif 

10:30 - 11:00 AM Informing policy decisions on the use of imaging technologies 
Mark Grant 

11:00 - 11:30 AM Panel Discussion: 
Zahi Fayad, Marcelo DiCarli, Ahmed Tawakol, Joel Raichlen, George Mills, Jean-Claude Tardif, Mark Grant, 

Peter Libby, and Dwaine Rieves 

11:30 - 12:30 PM ðï LUNCH ðï 

Session 4: Medical Imaging Update  
  (chairs: Zahi Fayad, Marcelo DiCarli) 

Wednesday 

12:30 - 1:45 PM Panel 1 : Challenges of standardization and harmonization in multicenter molecular 

imaging clinical trials 
Donald Black and Alexander McEwan  

1:45 - 3:00 PM Panel 2: The potential role of molecular imaging biomarkers in the development of 

neurological and oncologic therapeutics 
Daniel Skovronsky and Patricia Cole 

3:00 - 3:45 PM Panel 3: Challenges and opportunities for using molecular imaging biomarkers in 

clinical research 
Michael Graham and George Mills  

3:45 - 4:15 PM Summary and wrap up - Alexander McEwan and Peter Libby 

Session 5: Molecular Imaging Workshop (co-sponsored by SNM and CMOD)  
  (chairs: Peter Libby, Alexander McEwan) 

Description:   Technological advances have empowered molecular imaging methods to elucidate pathophysiology, treat diseases and monitor therapeutic 
response.  Advances in molecular imaging and the associated regulatory challenges will be examined by representatives from FDA, industry, academia, 

and professional societies. 

Description:   Imaging technologies have been pivotal in elucidating the mechanism behind cardiovascular and related diseases, as well as assessing the 
effectiveness of  therapeutic intervention.  This session will highlight the state-of-the-art imaging technologies and their application in research and clinical 

practice settings.  Industry representatives will provide examples of commercial applications of novel technologies. 

Visit www.cmod.org for information, registration and CALL FOR ABSTRACTS 



Visit www.cmod.org for information, registration and CALL FOR ABSTRACTS 
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CMOD Mission: 
 

The mission of the International Partnership for Critical Markers of 

Disease (CMOD) is to accelerate the identification, validation and  

appropriate application of biomarkers in cardiovascular and related  

diseases. 
 

Goal: 
 

To create efficiencies toward improved patient healthcare.  Toward this goal the partnership 

works to: 

 

1.Provide scientifically rigorous and balanced information on established and novel bio-

markers and imaging technologies; 

 

2.Facilitate the cooperative exchange of ideas and information about critical biomarkers 

among clinical and basic scientists, governmental regulatory agencies, pharmaceutical, bio-

tech and diagnostic companies, healthcare providers and patient groups; 

 

3.Identify issues in biomarker identification and offer educational programs which provide 

access to the most current information on biomarker and related sciences to meet educa-

tional needs; 

 

4. Promote and support collaborative initiatives to advance the identification, validation and 

application of biomarkers most efficiently. 

SPONSORS 

http://www.brighamandwomens.org/
http://www.cihr-irsc.gc.ca/
http://www.cdc.gov/
http://www.icm-mhi.org/en/index.html
http://www.snm.org/
http://www.nhlbi.nih.gov/
http://www.fda.gov/
http://www.fda.gov/
http://www.hc-sc.gc.ca/index-eng.php
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2009 Program Faculty 
Peter Libby, MD ï Program Co-Chair, 

Mallinckrodt Professor of Medicine 

Harvard Medical School  

Jean-Claude Tardif , MD ï Program Co-Chair  

Director, Research Center 

Montreal Heart Institute 

Andrew E. Arai , MD, Translational Medicine BR, NHLBI, 

NIH 

Donald M. Black, MD, MBA, Global Head R&D, GE 

Healthcare 

Melanie Blank, MD, Medical Officer, CDER, US FDA 

Eric P. Brass, MD, PhD, Prof of Med, Harbor-UCLA 

Medical Center 

Eugene Braunwald, MD, Professor of Medicine, Harvard 

Medical School  

Robert Califf , MD, Director, Duke Translational Medicine 

Institute 

Laure Cloarec-Blanchard, MD, Servier International 

Patricia Cole, MD, PhD, Director, Global Head, Imaging 

Biometrics, Esai Medical Research, Inc. 

Helen Colhoun, Professor of Public Health, University of 

Dundee, Scotland  

Marcelo Di Carli , MD, Chief, Nuclear Medicine, Brigham 

and Women's Hospital 

Benjamin Eloff , PhD, Office of the Commissioner, US 

FDA 

Zahi A. Fayad, PhD, Prof of Med, Mount Sinai School of 

Medicine 

Jean-Jacques Garaud, MD, Head of Global Drug Dvpt., 

F. Hoffmann-La Roche 

Peter Gardiner,  Vice President, Medical Affairs & Senior 

Medical Officer at BG Medicine 

Michael Graham, President, Society of Nuclear Medicine 

Mark Grant , MD, Tech Evaluation Center, Blue Cross 

Blue Shield Association 

Therese Heinonen, DVM, Exec. Director, CMOD, Assoc. 

Director MHICC 

Sharon Hertz, M.D., Deputy Director Anesthesia, Analge-

sia, and Rheumatology Products CDER 

Karen A. Hicks, MD, Medical Officer, CDER, US FDA 

Seigo Izumo, MD, Director of Cardiovascular Research 

BIDMC 

Hylton  Joffe, MD, Metabolism and Endocrine, CDER, US 

FDA  

Dominique Johnson, PhD, Director, MHICC 

Abraham M. Karkowsky , MD, DHHS, CDER, US FDA 

Agnes Klein, MD, Ctr for Eval of Radiopharm and Bio-

therapeutics, Health Canada 

Christoph Koenen, Corporate Vice President, Global 

Medical Affairs, Novo Nordisk 

Wolfgang Koenig, MD, Prof of Med and Cardiology, U of 

Ulm Medical Center 

Gina Kolata, Science and Medicine Reporter, New York 

Times 

Reijo Laaksonen, MD, PhD, Tampere University Hospi-

tal, Zora Biosciences Oy 

Peter Liu, MD, Scientific Director, Canadian Institutes of 

Health Research 

Alexander J. McEwan, MD, Special Advisor to Canadaôs 

Minister of Health 

George A. Mensah, MD, Centers for Disease Control and 

Prevention 

Michele Mercuri , MD, PhD, Vice President, Daiichi-

Sankyo Pharma Development 

George Mills, MD, VP, Medical Imaging Consultant, Per-

ceptive Informatics 

Irene Nunes, OD, PhD, Merck Research Laboratories 

Oye Olukotun, MD, CEO, CardioVax Inc. 

Mary Parks , MD, Director, Metabolism and Endocrine, 

CDER, US FDA 

Joel Raichlen, MD, Senior Director, AstraZeneca 

Gurvaneet Randhawa, MD, Agency for Healthcare Re-

search and Quality 

Dwaine Rieves, MD, Director, Medical Imaging and He-

matology, CDER, US FDA 

Daniel M. Skovronsky, MD, PhD, Founder and CEO 

Avid Radiopharmaceuticals 

Norman Stockbridge, MD, Director, Cardio-renal, 

CDER, US FDA 

Anders Svensson, MD, Head, Clinical Development, Me-

tabolism, F. Hoffmann-La Roche 

Ahmed Tawakol, MD, Professor of Medicine, Massachu-

setts General Hospital 

Robert Temple, MD, Director, Office of Medical Policy, 

US FDA 

Douglas C. Throckmorton, MD, Deputy Director, CDER, 

US FDA  

James E. Udelson, MD, Chief, Division of Cardiology 

Tufts Medical Center 

Gerald Willett,  MD, Reproductive and Urologic Drug 

Products, CDER, US FDA  

David Waters, MD, University of California, San Fran-

cisco 

Samuel Wright, PhD, Director, Cardiovascular Therapeu-

tics, CSL Ltd. 


