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. HEEZHLVESD Greetings from organizers

Clinical research is vital for translating science into new treatments, diagnostics and improving
quality of life for patients. Clinical trials are a central component of the clinical research
environment and today’s multi-country symposium gives emphasis to Cancer Clinical Trials.
Cancer affects 12 million new people every year globally, and continues to grow in public
health importance as a major cause of mortality and morbidity. Oncology is among the most
complex and expensive areas in which to conduct research but the UK leads the world in the
proportion of cancer patients recruited to clinical trials - more than 12% of British cancer
patients now take part in trials.

| am delighted to host the multi-country Cancer Clinical Trials Symposium, which aims to
promote the good practices that create a strong scientific network in linking researchers,
industry, government, patients and the public. Enabling research to flourish will bring
enormous benefits for us all.
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David Warren
British Ambassador to Japan
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Congratulations on this very important symposium, which promises to advance our
shared goal of improving and prolonging the lives of cancer patients around the world and
working to find a cure for cancer. Effective national clinical trials systems and
international collaboration are critical to achieving these objectives, and as leaders in
cancer research, the United States, Japan, the United Kingdom, and the Republic of Korea
can work together to strengthen cancer clinical trials around the world. President Obama
has made finding "a cure for cancer in our time" among the key goals of his healthcare
initiatives. | am proud that the U.S. Embassy in Tokyo is part of this symposium and other
joint efforts to provide hope for cancer victims and their families.
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United States Ambassador to Japan
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HEEHLED Greetings from organizers .

It is my great pleasure and honor to welcome you to the Symposium on Clinical Trials in a
Globalized Society jointly organized by Korea, U.S., UK and Japan. According to WHO, cancer is
one of the major diseases as it is the second cause of all deaths in the world and one out of two or
three people would suffer from cancer in his or her life. In this regard, this Symposium gives us an
invaluable chance to share knowledge on how to build infrastructure of clinical systems, invest in
research and development, network internationally, and bear the burden with patients in order to
overcome the disease. Utilizing this precious opportunity, | hope, policy experts, clinicians,
researchers and patients groups of the four countries create a momentum of initiating new
collaborative models and producing fruitful outcomes in future.
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Soon-Taik HWANG
Minister, Embassy of the Republic of Korea
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Health Policy Institute, Japan (HP1J) was established in 2004 as an independent, non-profit,
non-partisan private think tank aiming to realize citizen-centered health policy. We pursue
our activities in the belief that realizing the health policies truly sought by the public
demands the development of a mature and democratic policymaking process; one
involving a wide range of stakeholders and open, global discussion of policy options based
on objective data in order to arrive at responsible decisions. Therefore, | am delighted to
co-host this symposium under a multi-country, multi-stakeholder cooperation framework
to discuss the issue of clinical trials, a topic calling for urgent attention. | believe all of us
here will benefit from the discussion today and strive to develop concrete
recommendations for a substantive impact on actual policy.
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Kiyoshi Kurokawa
Chairman, Health Policy Institute, Japan
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<Opening remarks>
09:30-10:15  Ambassador David Warren, British Embassy
Ambassador John Roos, US Embassy
Minister Soon-Taik Hwang, the Republic of Korea Embassy
Dr. Kiyoshi Kurokawa, Chairman, Health Policy Institute , Japan
Dr. Agnes Chan, Goodwill Ambassador (for anti-breast cancer), Japan Cancer Society

10:15-10:25 Photo session for media

<Plenary Session: Models of National Clinical Trials Systems>

(Moderator: Professor Jonathan Ledermann)

10:30-10:45 Dr. Toshio Miyata, Assistant Director, Research & Development Division, Health Policy Bureau,
Ministry of Health, Labour and Welfare, MHLW (Japan)

10:45-11:00  Dr. Tatsuya Kondo, Chief Executive, Pharmaceuticals and Medical Devices Agency, PMDA (Japan)

11:00-11:25  Dr. Yung-Jue Bang, Vice President, Korea National Enterprise for Clinical Trials (ROK)

11:25-11:40  Break

11:40-12:05 Dr. Edward Trimble, Head, Gynecologic Cancer Therapeutics and Quality of Cancer Care Therapeutics,
Clinical Investigations Branch, the National Cancer Institute (US)
Dr. Naoko Takebe, Senior Investigator, Investigational Drug Branch, the National Cancer Institute (US)
12:05-12:30  Professor Jonathan Ledermann, Professor of Medical Oncology at University College London (UK)
Ms. Kate Law, Director of Clinical Research at Cancer Research (UK)
12:30-13:00 Q&A

13:00-14:00  Lunch Break (a buffet)

<Panel Discussion 1: Promoting International Collaboration in Cancer Clinical Trials>
(Moderator: Dr. Edward Trimble)
14:00-14:10  Dr. Chiyo Imamura, Senior Assistant Professor, Clinical Research Pharmacist,
Department of Clinical Pharmacokinetics and Pharmacodynamics, School of Medicine, Keio University (Japan)
14:10-14:20  Dr. Byung-Ho Nam, Head, Office of Clinical Research Coordination, National Cancer Center (ROK)
Dr. Yeul Hong Kim, President, Korean Cancer Study Group, Professor of Medical Oncology,
Korea University College of Medicine (ROK)
14:20-14:30  Dr. Edward Trimble, Head, Gynecologic Cancer Therapeutics and Quality of Cancer Care Therapeutics,
Clinical Investigations Branch, the National Cancer Institute (US)
Dr. Naoko Takebe, Senior Investigator, Investigational Drug Branch, the National Cancer Institute (US)
14:30-14:40  Professor Jonathan Ledermann, Professor of Medical Oncology at University College London (UK)

14:40-15:30  Panel discussion
15:30-15:40  Break

<Panel Discussion 2: Collaboration with Patient Groups>
(Moderator: Ms. Margo Michaels)
15:40-15:50 Ms. Margo Michaels, Executive Director and President,

Education Network to Advance Cancer Clinical Trials (US)
15:50-16:00  Mr. David Ardron, Chair of the NCRI consumer Liaison Group (UK)
16:00-16:10  Mr. Shinsuke Amano, Chairman of the Board, Group Nexus Japan (Japan)
16:10-16:40  Panel Discussion

16:40-17:00 Coffee Break

<Conclusion>
(Moderator: Dr. Naoko Takebe)
17:00-18:00 Conclusion and Q&A
Greetings by Hon. Kan Suzuki, Vice Minister, Ministry of Education, Culture, Sports, Science and Technology, MEXT
18:00-19:30  Reception

* Please note that the programme may change without prior notice.
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Hiroshi Chimura, M.D., MPH, MPA

Director, Research & Development Division, Health Policy Bureau, MHLW

He received his MD from Hokkaido University, MPH from Harvard Public Health School, and MPA from John F. Kennedy
School of Government, Harvard University. After finishing MD course in Hokkaido University in 1985, he joined then
Ministry of Health and Welfare (MHW, now MHLW). As a MHW (MHLW) official, a director general of a local government,
and as a researcher at World Health Organization, his experience extends to various kinds of health and welfare issues
that include planning and implementing research policy and projects. He has been a director of Research and
Development Division since 2008.

R Eh

HITBEEAERGERMBSFRLEHE (PMDA) BEER

FEEHLKIE. BE MITBEAEEREBRERLEHE (PMDA)DEERTHD ABKIL, 1968FICRREREEZEL
XK. BEABAHMELLTOEHDOERBEREEL . 1925 ~ 19745 FTEMN ERE— AR OMEZNEIZEE, T0E. RREX
FRMENE OB F LS (1974~1978) , 19773 A~ 12 AFETHRAVICH DI I VIR - TV VHARMICEFEL. “IKIEZD /1
AOC—OMR E1To1=, 1978FE A 52003 F F T HBEN B ELLTEILFRER 2 2—IE1#EL . 200354 A H 5200853 A
FTRHRABRDEREL T, BRED IR DAV CEERMRICE KGR E LTz, TRBIZE, 2008548 I1ZFE,

Tatsuya Kondo, M.D., Ph.D.

Chief Executive, Pharmaceuticals and Medical Devices Agency,(PMDA)

Dr. Tatsuya Kondo is currently the Chief Executive of Pharmaceuticals and Medical Devices Agency (PMDA). He has
extensive clinical experience as a neurosurgeon since he graduated from the Medical Department of the University of
Tokyo in 1968. He worked for the Department of Neurosurgery in the 1st National Hospital (1972 ~ 1974) and the
Department of Neurosurgery, Faculty of Medicine, The University of Tokyo (1974 ~ 1978). He studied the biology of brain
tumors as a visiting researcher with a Max-Planck scholarship at the Max-Planck Institute, West Germany from March to
December of 1977.He served as a neurosurgeon at the International Medical Center of Japan from 1978 to 2003 and he
contributed to hospital management and clinical discipline as Hospital Director at the International Medical Center of
Japan from April, 2003 to March, 2008.
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Yung-Jue Bang, MD, PhD

Vice President, Korea National Enterprise for Clinical Trials

Professor Bang is a professor at the Division of Hematology/Medical Oncology, Seoul National University Hospital. He
graduated from Seoul National University College of Medicine in 1979. He is certified in the specialties of internal
medicine and hematology/medical oncology. He has been working for Seoul National University Hospital since 1986. He
was Director of Cancer Research Institute of Seoul National University from 2000 to 2006. He was the President of the
Korean Cancer Study Group from 2006 to 2008. He is the Chairman, Board of Directors of the Korean Association for
Clinical Oncology. He is a member of the Scientific Council of the International Agency for Research on Cancer. He is the
Director of Clinical Trials Center of Seoul National University Hospital and the vice-President of Korean National Enterprise
for Clinical Trials. Dr. Bang has published more than 200 papers in SCl-indexed international journals. He is primarily
interested in the development of new anticancer therapeutics, both clinical and translational, especially in gastric cancer.
He is the Principal Investigator of several international clinical trials including ToGA study.
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Edward L. Trimble, MD, MPH

Head, Gynecologic Cancer Therapeutics and Quality of Cancer Care, Therapeutics Clinical Investigations Branch Cancer
Therapy Evaluation Program Division of Cancer Treatment and Diagnosis, US National Cancer Institute

Edward L. Trimble trained in obstetrics and gynecology at the Vanderbilt University Medical Center and earned a master’s
degree in public health from the Johns Hopkins School of Hygiene and Public Health. In 1991, he joined the National
Cancer Institute, where he is now Head, Gynecologic Cancer Therapeutics and Quality of Cancer Care Therapeutics,
Clinical Investigation Branch, Cancer Therapy Evaluation Program, Division of Cancer Treatment and Diagnosis. His duties
involve liaison with oncologists, as well as oversight of issues involving the elderly, minorities, women’s health,
international collaboration, cost, and cancer health disparities, quality of life and patient-reported outcomes in NCI-
sponsored trials. He practices gynecologic oncology at the NIH Clinical Center and Johns Hopkins Hospital, where he is an
Associate Professor of Gynecology & Obstetrics and Oncology. Dr. Trimble has co-authored 46 peer-reviewed articles and
18 book chapters.
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Naoko Takebe MD PhD

Senior Investigator, Investigational Drug Branch, Cancer Therapy Evaluation Program (CTEP), Division of Cancer
Treatment and Diagnosis, US National Cancer Institute

Dr. Naoko Takebe received her M.D. and Ph.D. degrees from Hirosaki University, Japan. She completed her Internship
program at Yokosuka Naval Hospital and Internal medicine residency program at Keio University in Tokyo. She completed
her Internal medicine residency program at California Pacific Medical Center and her medical Hematology/Oncology
Fellowship and postdoctoral research at Memorial Sloan-Kettering Cancer Center. She was an Assistant Professor at the
University of Maryland Greenebaum Cancer Center, Blood and Marrow Stem Cell Transplant Program conducting clinical
trials and Experimental Therapeutics laboratory research. She joined NCI in 2007 as a Senior Investigator at the
Investigational Drug Branch, Cancer Therapy Evaluation Program where she works with academic investigators and
industry collaborators to carry out the clinical development of promising new cancer therapies based on experimental
therapeutics approach. She is board certified in Internal medicine, Hematology and Oncology.
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Jonathan Ledermann

Professor of Medical Oncology at University College London

Jonathan Ledermann is Professor of medical oncology in the UCL Cancer Institute at University College London and a
consultant in medical oncology at UCL Hospitals. He is also Director of the Cancer Research UK and UCL Cancer Trials
Centre, one of the NCRI-accredited national cancer trials Centres in the UK. He trained in medical oncology and general
internal medicine. He was a Clinical Research Fellow at the Charing Cross Hospital, London and a visiting Fellow at the
Princess Margaret Hospital, Toronto and Ontario Cancer Institute. In 1990 he joined the Department of Oncology at
University College London. His principal area of clinical practice and research is in gynecological cancers.
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Kate Law

Director of Clinical Research at Cancer Research UK

Kate originally trained as a nurse, specialising in intensive care. She then took a degree in psychology which led on to
research at University College in London studying the quality of life of lung cancer patients being treated with
chemotherapy. Kate has been with Cancer Research UK for 15 years. Kate’s job is currently that of Director of Clinical
Research. In this role she is responsible for the portfolio of over 200 feasibility studies and phase lll clinical trials funded by
the Charity and for the 8 late phase trials units supported by CR-UK across the UK. She is a member of a number of
national and international boards and committees and, as such, is responsible for identifying major developments or
initiatives in the area of clinical research that will impact on the Charity.
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Chiyo K. Imamura, Ph.D., BCOP

Senior Assistant Professor, Department of Clinical Pharmacokinetics and Pharmacodynamics,

School of Medicine, Keio University

Dr Chiyo K. Imamura gained her Ph.D. degree from graduate school of pharmaceutical sciences, Kumamoto University. She
is a board certified oncology pharmacist and also a clinical research pharmacist. She was a visiting scientist at Clinical
Pharmacology Program, Medical Oncology Branch, Center for Cancer Research in the National Cancer Institute (NCI) from
2007 to 2008, and had externship for three months at Cancer Therapy Evaluation Program (CTEP) of the NCI in the US. She
researches PK/PD relationship of anticancer drugs, and is currently preparing to implement an .investigator-initiated
clinical trial with IND for approval as a collaboration study with CTEP based on a relationship between Keio University, The
University of Texas M.D.Anderson Cancer center and St Luke’s International hospital.
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Byung-Ho Nam, PhD

Head, Office of Clinical Research Coordination, National Cancer Center

Dr. Byung-Ho Nam received BA from Seoul National University, MBA from Eastern Michigan University, MS from
University of Michigan and PhD from Boston University. He is the Chief of Statistics and Data Committee, Korean
Gynecology Oncology Group and also serves as a committee member of Korean Cancer Study Group and the Korean
Society for Pediatric Neuro-Oncology. He has maintained editorial activities for Clinical Cancer Research Journal, The
Journal of Health Care and Biostatistics, Journal of Gynecologic Oncology and Journal of Korean Neurosurgical Society.
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Yeul Hong Kim, MD, PhD

President, Korean Cancer Study Group

Professor Yeul Hong Kim received MD and PhD from Korea University and worked as postdoctoral fellow and visiting
scientist for MD Anderson Cancer Center, Houston, Texas for three years. He is now Secretary General of Korea Cancer
Association, Director of Anam Hospital Cancer Center of Korea University, President of Korea Cancer Study Group. He has
coauthored 86 papers based on the research activities sponsored by the Korean Ministry of Health and Welfare and
multinational enterprises.
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Margo Michaels, MPH

The Executive Director of the Education Network to Advance Cancer Clinical Trials (ENACCT)

As the founder and Executive Director of the US-based Education Network to Advance Cancer Clinical Trials (ENACCT),
Michaels is considered a national expert in community-based education efforts around cancer clinical research. Over the
last 15 years, she has developed numerous innovative programs to educate cancer advocates, community leaders, and
health care professionals about policy and science issues related to cancer and cancer clinical trials. Prior to starting
ENACCT, she served as a Branch Chief within the National Cancer Institute’s Office of Education and Special Initiatives; as
the Lead Consultant to the Clinical Research: Affiliates Funding Trials (CRAFT) program at the Susan G. Komen Breast
Cancer Foundation (now Komen for the Cure) in Dallas, TX, and as the Director of the National Breast Cancer Coalition's
Project LEAD. She holds an M.P.H. in Health Behavior/Health Education from the University of North Carolina School of
Public Health.
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David Ardron

Chair, NCRI Consumer Liaison Group

His background is in science teaching and computer literacy. He has worked widely in consumer affairs in lung cancer
research now for seven years. He is chair of the North Trent Cancer Research Network Consumer Research Panel, which
he joined in 2003, and acting vice chair of the North Trent Cancer Network Patient Partnership Group. He is also a
member of National Cancer Research Institute (NCRI) Lung Cancer Clinical Studies Group, and became Chair of the NCRI
Consumer Liaison Group in June 2008. He was a member of the NCRI PET Scanning Research Strategic Planning Group, and
has recently rejoined the NCRI PET Research Initiative. He sits on the trial management group for the MRC QUARTZ trial in
Lung Cancer, and has worked on several other studies including the UK Lung Cancer Screening Trial.
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Shinsuke Amano

Director General, Group Nexus Japan

Shinsuke graduated from Keio University. He had malignant lymphoma in 2000, and received chemotherapy, radiotherapy,
and hematopoietic stem cell transplant. He is serving as Director General for Group Nexus, lymphoma patient group in
Japan. Shinsuke is a patient representative and deputy chair for National Cancer Control Promotion Committee. He is also
a member of Document Review Committee of Cancer Professionals Training Plan initiated by MHLW (2007), Ethics
Committee of Chiba Prefectural Cancer Center (from 2008 onward), Commission of Dissemination and Raising Awareness
about Cancer Information initiated by the Japanese authorities, Minister of Health, Labor, and Welfare (from 2008
onward), Council of Okinawa Prefectural Cancer Treatment Network (from 2009 onward).



