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12:00 - 13:00 Registration
13:00 - 13:15 Chairman©s Welcome and Housekeeping Remarks

 Johan P.E. KARLBERG, MD, PhD, BSc, Director, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China
13:15 - 14:35 MAGNIFIER©s Workshop I:

Legal Requirements, Research Ethics and Informed Consent ± 
The Basics 

MAGNIFIER©s Workshop II: 
Clinical Trial Players and Responsibilities ± The Basics 

Chair: Marjorie A. SPEERS, PhD, President and CEO, Association for the 
Accreditation of Human Research Protection Programs, Inc., 
Washington, United States 

Melvin K.M. TOH, MD, MSc, Vice President, Pharmaceutical 
Development, CK life Sciences International Inc., Hong Kong, China 

Chair: Suzanne GAGNON, MD, FACP,  Chief Medical Officer, ICON Clinical 
Research, North Wales, Pennsylvania, United States 

Peter OBEROSLER, PhD, Chief Operating Officer, Harrison Clinical 
Research Deutschland GmbH, Munich, Germany 

13:15 - 13:35 New Approaches in the Development of Medicines for Children Clinical Trial Players and Responsibilities  
 Dora MATHIASZ, MD, MBA, Medical Director, GlaxoSmithKline, 

Budapest, Hungary 
K.C. LAU, PhD, Director of Clinical Operations, PPD, Hong Kong, 
China 

13:35 - 13:55 Vulnerable Clinical Trial Subjects  Communicating with Regulatory Authority 
 Dinesh Kumar BADYAL, MBBS, MD (Pharmacology) , Diploma in 

Clinical Research, Professor and Head, Department of Pharmacology, 
Christian Medical College and Hospital, Ludhiana, India 

Chaya MAZOUZ, BSc, RN, MA, VP Clinical and Regulatory Affairs, 
Pluristem Therapeutics Inc., Haifa, Israel 

13:55 - 14:15 Elements of Informed Consent Forms The Perfect Sponsor
 Selene TAM, PhD, MMedSc, BHSc, RN, Project Operation Manager, 

Clinical Trials Centre, The University of Hong Kong, Hong Kong, 
China 

Kyung-Soo KIM, MD, PhD, Director, Clinical Trial Center & Clinical 
Research Coordinating Center, Catholic University of Korea, Seoul, 
South Korea 

14:15 - 14:35 Efficient Adverse Event Reporting  The Perfect Investigator  
 James FAN, MD, MBS, Associate Director, Medical Affairs and Drug 

Safety/ Asia Pacific, ICON Clinical Research Pte Ltd., Singapore 
Michael G. IRWIN, MB ChB, MD, FRCA, FHKAM, Head, Department of 
Anaesthesiology, The University of Hong Kong, Hong Kong, China 

14:40 - 15:10 Coffee Break - Networking
15:10 - 15:55 Satellite Symposium I  Satellite Symposium II Satellite Symposium III 

Chair: Yuji KUMAGAI, MD, PhD, Director, Clinical 
Trial Center, Kitasato University East 
Hospital, Tokyo, Japan 

Edmund S.TSUEI, BSc, MSc, PhD, Regional 
Head, Asia-Pacific-Africa , Pharma 
Development Operations, Roche Products 
Pty Limited, Sydney, Australia 

Rodney GALE, BSc, DPhil, MBA, Principal 
Consultant, Rodney Gale Associates, London, 
United Kingdom 

 The Importance of Clinical Pharmacology 
in Clinical Trials 

The Impact of the EU Clinical Trial 
Directive 2001/20/EC 

Possible Clinical Research Professionals 
Career Pathways 

 Ruiwen ZHANG, MD, PhD, DABT, Clinical 
Pharmacology, Pharmacology and 
Toxicology Director, Cancer Pharmacology 
Laboratory, University of Alabama, 
Birmingham, United States 

Markus HARTMANN, PhD, MDRA, European 
Consulting & Contracting in Oncology, 
Trier, Germany 

Ling SU, PhD, Vice President, Clinical Research 
& Development Asia Pacific, Wyeth 
Pharmaceutical Co., Ltd., Shanghai, China 
Possible Clinical Research Professionals 
Career Pathways (in the CRO Industry)       
Philip AU, MMedSc, MBA, RN, CIPM, CCRA, 
Associate Portfolio Director, Project 
Management, PAREXEL International (Hong 
Kong), Hong Kong, China 

16:00 - 18:00 MAGNIFIER©s Workshop III:
Study Site Management ± Established and Emerging Trial 
Networks  

MAGNIFIER©s Workshop IV: 
Project Management and Monitoring ± The Basics 

Chair: Rodney GALE, BSc, DPhil, MBA, Principal Consultant, Rodney Gale 
Associates, London, United Kingdom  

Frank FAN, MD, MBA, Medical Director, Medical Department, 
Wyeth Pharmaceutical Co., Ltd., Hong Kong, China 

Chair: Jerome B. ZELDIS, MD, PhD, CEO, Celgene Global Health / Chief 
Medical Officer, Celgene Corporation, New Jersey, United States 

Jing-Ping YEO, PhD, Associate Director, Project Management, 
Quintiles East Asia Pte Ltd., Singapore 

16:00 - 16:20 Clinical Research Collaboration Network (CRCN) in Thailand Essence of Project Management Skills  
 Pyatat TATSANAVIVAT, MD, Director, Clinical Research 

Collaboration Network (CRCN), Bangkok, Thailand 
Soo-Yeon PARK, BSc, Senior Clinical Research Manager, GSK Korea, 
Seoul, South Korea 

16:20 - 16:40 Utilization of Trial Networks Selecting Responsible Monitors 
 Peter OBEROSLER, PhD, Chief Operating Officer, Harrison Clinical 

Research Deutschland GmbH, Munich, Germany 
Emily TAN, MSc, Director, Clinical Research Asia, PharmaNet Pte 
Ltd., Singapore 

16:40 - 17:00 Korea National Enterprise for Clinical Trials (KoNECT) Key Monitoring Roles and Responsibilities 
 Dongho LEE, MD, MBA, Department of Anesthesiology and Clinical 

Pharmacology Executive Director of Clinical Research Center, Asan 
Medical Center, South Korea  

Peng CHAN, BSc (Hons), Director, Research2Trials Clinical 
Solutions, Singapore 

17:00 - 17:20 Clinical Research Centre (CRC) in Malaysia Proficiency in Writing Monitor Reports and Follow-u p Letters
 Teck-Onn LIM, MD, Director, Clinical Research Centre,  Ministry of 

Health, Kuala Lumpur, Malaysia 
Daniel LI, BSc (Hon), Senior Manager, PAREXEL International (Hong 
Kong) Co. Ltd., Hong Kong, China 

17:20 - 17:40 Optimizing Partnerships between Public and Private 
Organizations in Driving Clinical Research 

Important Aspects of Site Interaction by Sponsor/CRO

 Shyard WONG, MBBS, Director, Clinical Research Unit, South East 
Asia, Sanofi-aventis Singapore Pte Ltd., Singapore 

Yuji KUMAGAI, MD, PhD, Director, Clinical Trial Center, Kitasato 
University East Hospital, Tokyo, Japan 

17:40 - 18:00 Discussion Discussion
18:00 - 20:30 Cultural Reception - Networking

REGISTER NOW!  www.CTMConference.com 



 

08:00 - 09:00 Registration 

09:00 - 11:00 Regulations ± Hot Topics

Chair: Michael G. IRWIN, MB ChB, MD, FRCA, FHKAM, Head, Department of Anaesthesiology, The University of Hong Kong, Hong Kong, China

Chair: Pyatat TATSANAVIVAT, MD, Director, Clinical Research Collaboration Network (CRCN), Bangkok, Thailand 

09:00 - 10:00 Plenary Lecture: Current Trends in Regulation 

 Henry MILLER, MD, PhD, Research Fellow, The Hoover Institution, Stanford University, Stanford, United States 

10:00 - 10:30 US FDA Inspections in Established versus Emerging Regions

 Suzanne GAGNON, MD, FACP,  Chief Medical Officer, ICON Clinical Research, North Wales, Pennsylvania, United States

10:30 - 11:00 Risk Management of First-into-man Trials 

 Ulf MALMQVIST, MD, PhD, Head of Operation, Clinical Research and Trial Centre, Lund University Hospital, Lund, Sweden

11:00 - 11:30 Coffee Break ± Networking  

11:30 - 13:00 Research Ethics ± Principal Population 

Chair: Simon DONELL, BSc, FRCS (Orth), MD, Honorary Professor & Consultant Orthopaedic Surgeon, Norfolk and Norwich University Hospital, 
Norwich, United Kingdom  

Chair: Markus HARTMANN, PhD, MDRA, European Consulting & Contracting in Oncology, Trier, Germany 

11:30 - 12:00 Accreditation of Human Protection Programs

 Marjorie A. SPEERS, PhD, President and CEO, Association for the Accreditation of Human Research Protection Programs, Inc., 
Washington, United States 

12:00 - 12:30 Ethical Problems with Clinical Trials in Russia

 Boleslav L. LICHTERMAN, MD, PhD, Senior Researcher, Russian Academy of Medical Sciences, Moscow, Russia 

12:30 - 13:00 Research Ethics and Informed Consent 

 Melody H. LIN, PhD, Deputy Director & Director of International Activities, Office for Human Research Protections, Department of 
Health and Human Services, Rockville, United States 

13:00 - 14:00 Lunch ± Networking  

14:00 - 16:00 Operation ± Globalization 

Chair: Kyung-Soo KIM, MD, PhD, Director, Clinical Trial Center & Clinical Research Coordinating Center, Catholic University of Korea, Seoul, 
South Korea 

Chair: Ole M. BECH, MD, PhD, Vice President, Novo Nordisk (China) Pharmaceuticals Co., Ltd., Beijing, China 

14:00 - 15:00 Plenary Lecture: The Role of Asia in Global Drug Development

 Edmund S. TSUEI, BSc, MSc, PhD, Regional Head, Asia-Pacific-Africa , Pharma Development Operations, Roche Products Pty Limited, 
Sydney, Australia 

15:00 - 15:30 Why Clinical Trials in Eastern Europe? 

 Andrei KRAVCHENKO, MD, PhD, Managing Director,  Representative Office in Ukraine, Harrison Clinical Research Deutschland GmbH, 
Kiev, Ukraine 

15:30 - 16:00 How Does a Bio-Pharma go Global? 

 Jerome B. ZELDIS, MD, PhD, CEO, Celgene Global Health / Chief Medical Officer, Celgene Corporation, New Jersey, United States

16:00 - 16:30 Coffee Break ± Networking  

16:30 - 18:00 Magnifier Census Polling

Chair: Johan P.E. KARLBERG, MD, PhD, BSc, Director, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China 

Chair: Tzy-Jyun YAO, PhD, MSc, BSc, Associate Professor, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China

 Study Site Location Selection Criteria 

 Investigator-Initiated Clinical Studies 

 Phase I Trial Safety Concerns 

 Institutional Indirect Fees and Administrative Fees  for Industry Sponsored Clinical Trials 

 Incentives for Participation in Industry Sponsored Clinical Trials

 Clinical Research Guidelines 

 Summary 

16:00 - 17:30 MAGNIFIER©s GCP & Research Administration Professional Exam (GRAPE)

19:30 Participants' Dinner ± sign up/reserved tables/set menu/popular restaurants (no host)  

19:30 Speakers' Dinner ± by invitation  

Welcome to Hong Kong in November 2009....when the w eather would be perfect! 

REGISTER NOW!  www.CTMConference.com  
!



 

08:00 - 09:00 Registration 

09:00 - 11:00 Budgets ± Realistic 

Chair: Alan PAAU, CLP, MBA, PhD, Executive Director & Vice Provost, Technology Transfer & Economic Development, Cornell University, 
Ithaca, New York, United States 

Chair: Teck-Onn LIM, MD, Director, Clinical Research Centre,  Ministry of Health, Kuala Lumpur, Malaysia 

09:00 - 09:30 Introduction to Clinical Trial Budgets  

 Ole M. BECH, MD, PhD, Vice President, Novo Nordisk (China) Pharmaceuticals Co., Ltd., Beijing, China 

09:30 - 10:00 Study Site Budget Development 

 Henry YAU, MBA, BSc, Assistant Director & Chief Business Officer, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China

10:00 - 10:30 Negotiating Clinical Trial Budgets 

 Frank FAN, MD, MBA, Medical Director, Medical Department, Wyeth Pharmaceutical Co., Ltd., Hong Kong, China 

10:30 - 11:00 Institutional Indirect and Administrative Fee 

 Tatyana BENISHEVA, MD, PhD, Associate Professor, Drug Regulatory Affairs, Faculty of Public Health, Medical University, Sofia, Bulgaria

11:00 - 11:30 Coffee Break 

11:30 - 13:00 Agreements ± Outline 

Chair: Chaya MAZOUZ, BSc, RN, MA, VP Clinical and Regulatory Affairs, Pluristem Therapeutics Inc., Haifa, Israel 

Chair: Henry YAU, MBA, BSc, Assistant Director & Chief Business Officer, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China

11:30 - 12:00 Development of Clinical Trial Agreements

 Audrey SHUM, LLB (HKU), LLM (Cantab), Consultant of Clifford Chance, Hong Kong, China

12:00 - 12:30 Negotiating Clinical Trial Agreements 

 Rodney GALE, BSc, DPhil, MBA, Principal Consultant, Rodney Gale Associates, London, United Kingdom 

12:30 - 13:00 Principles of Investigator Initiated Trial Agreements

 Alan PAAU, CLP, MBA, PhD, Executive Director & Vice Provost, Technology Transfer & Economic Development, Cornell University, 
Ithaca, New York, United States 

13:00 - 14:00 Lunch 

14:00 - 16:00 Operation ± Efficiency 

Chair: Yil-Seob LEE, MD, PhD, Director, Medical & Regulatory, GSK Korea, Seoul, South Korea

Chair: Tatyana BENISHEVA, MD, PhD, Associate Professor,  Drug Regulatory Affairs, Faculty of Public Health, Medical University, Sofia, Bulgaria

14:00 - 14:30 Clinical Research Centre Infrastructure Development

 Yuet-Meng CHEONG, MBBS, MSc, FRCPath, Associate Professor of Medical Microbiology and Clinical Investigation Unit, Monash 
University Sunway Campus, Selangor, Malaysia  

14:30 - 15:00 Site Management Efficiency 

 Jade LIU, Chief Operation Officer, Taiwan Total Management Consulting Ltd (TTMC)/Site Management Organization, Taiwan

15:00 - 15:30 Clinical Research in the UK: The Comprehensive Research Networks

 Simon DONELL, BSc, FRCS(Orth), MD, Honorary Professor & Consultant Orthopaedic Surgeon, Norfolk and Norwich University Hospital, 
Norwich, United Kingdom  

15:30 - 16:00 Investigator Breast Cancer Trial Network in China and Asia

 Louis CHOW, MBBS, MS, Honorary Clinical Professor, Clinical Trials Centre, The University of Hong Kong, Hong Kong,  China

16:00 - 16:30 Coffee Break 

16:30 - 18:00 Operation ± Education 

Chair: Melody H. LIN, PhD, Deputy Director & Director of International Activities, Office for Human Research Protections, Department of 
Health and Human Services, Rockville, United States 

Chair: Ling SU, PhD, Vice President, Clinical Research & Development Asia Pacific, Wyeth Pharmaceutical Co., Ltd., Shanghai, China

16:30 - 17:00 Educating Study Site Staff on GCP Compliance

 Marisa PETERSEN, PhD, Chief Executive Officer , ARCS Australia Ltd., Sydney, Australia

17:00 - 17:30 Educating IRB Members

 Johan P.E. KARLBERG, MD, PhD, BSc, Director, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China

17:30 - 17:45 Conference Summary and Closing  

 Edmund S. TSUEI, BSc, MSc, PhD, Regional Head, Asia-Pacific-Africa , Pharma Development Operations, Roche Products Pty Limited, 
Sydney, Australia 

17:45 Announcement of Next Magnifier Conference

 Johan P.E. KARLBERG, MD, PhD, BSc, Director, Clinical Trials Centre, The University of Hong Kong, Hong Kong, China

16:00 - 17:30 MAGNIFIER©s GCP & Research Administration Professional Exam (GRAPE)

Welcome to Hong Kong in November 2009....when the w eather would be perfect! 

REGISTER NOW!  www.CTMConference.com  


