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#FE7O005., (Programs)

A 212 (RoomA) October9 (Wed.)
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9:30~12:00

VKR L (Symposium) 1

PK-PD/TK-TD DIS, Quantitative Pharmacology and Toxicology:
Its importance in drug development and regulation
Organizers « Chairs: #5K £S5 RRAFEFERME R
Hiroshi Suzuki  The University of Tokyo Hospital
hH FiE REREMASH FAHHES

Yasuhiro Nakai Development management, Taisho Pharmaceutical Co., Ltd.

CURRENT PROGRESS OF MODELING AND SIMULATION FOR DRUG DEVELOPMENT
hH RE

RIEREMRASH FRHER
Yasuhiro Nakai

Development management, Taisho Pharmaceutical Co., Ltd.

1985 Graduate Faculty of Sciences, Kanazawa University
2008 Received Ph.D. Biopharmaceutics

1985-1998 Fuji central research, Mochida pharmaceutical Co., Ltd.
1998-2007 Pfizer Global Research and Development Nagoya
2007-current  Taisho pharmaceutical Co., Ltd.

28th jssx Annual Meeting Tokyo

SY-01-02
APPLICATION OF SYSTEMS PHARMACOLOGY IN DRUG DISCOVERY
Neil Benson
Xenologiq Ltd.
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2011- Director Xenologiq Ltd. Denne Hill Business centre, Canterbury. CT4 6HD.
Lead role in developing a spin out PKPD and systems pharmacology service
business.

2009-Aug2011  Head Systems Pharmacology, Department of Pharmacokinetics, Dynamics and
Metabolism. Pfizer Research, Ramsgate road, Sandwich. CT13 9NJ.
Responsible for 3 internal and 14 external modellers delivering M&S support

to local and global research units including Pain and sensory pathways,
Allergy and Respiratory and Epigenetics units. Exceeded expectations in the
last 5 years out of 6.

2005-2009 Leader translational PKPD Modelling & Simulation team, Department of
Pharmacokinetics, Dynamics and Metabolism. Pfizer Research, Ramsgate road,
Sandwich. CT13 9NJ.
Responsibilities included PKPD modelling and simulation support to the Anti-
infectives and Pain Translational Medicine Teams in pre-clinical area up to FIH.
Promoted to Associate Research Fellow 2006.

1999 - 2005 Enzymology team leader, Discovery Biology, Pfizer Research, Ramsgate
road,Sandwich.  CT13 9NJ.
Leader of a team of up to 12 laboratory staff involved in the execution of the
gene to screen process, involving kinetic characterisation of enzymes, High
Throughput assay configuration, mechanistic evaluation of inhibitors and Hit
to Lead SAR support. Promoted to Senior Principal Scientist October 2001.

1993-1999 Mechanistic Enzymology team leader, Molecular Interactions Group at
SmithKline Beecham Research Laboratories, New Frontiers Science Park,
Harlow, Essex. CM19 5AW.
Team leader of a Mechanistic enzymology team. Responsibilities included lead
optimisation and defining steady state and pre-steady state kinetics of
enzyme substrate and inhibitor interactions. Promoted SB05 1994.

SYSTEMS-BASED UNDERSTANDING OF TKI CARDIOTOXICITY
rE O

RRAFEFEMBRSE &R
Masashi Honma

Department of Pharmacy, The University of Tokyo Hospital

q)

Mar. 2005- Assistant Professor, Department of Pharmacy, The University of Tokyo
Hospital

Apr.1999 - Feb.2005 Sankyo (currently Daiichi Sankyo) Company, Limited

-Mar.1999 Graduate School of Pharmaceutical Sciences, The University of Tokyo
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THE VIRTUAL LIVER: A MULTISCALE SYSTEMS BIOLOGY PLATFORM TO STUDY LIVER FUNCTION,
DYSFUNCTION AND INJURY
Adriano M. Henney

The Virtual Liver Network University of Heidelberg Germany

Dr. Henney has a Ph. D. in Medicine and many years’ academic research experience, studying
cardiovascular disease at the pathological, cellular, molecular and genetic level in laboratories in
London, Cambridge and culminating in heading his own molecular genetics group in Oxford. He
then moved into industry, spending 13 years with AstraZeneca. Ultimately leading global
programmes exploring strategic improvements aimed at reducing drug failure in development,
he created and headed a new department that focused on pathway mapping, modelling and
simulation, which evolved to establish the practice of Systems Biology, supporting projects in
discovery and development, such as Iressa. Since leaving AstraZeneca, Dr. Henney has continued
his interest in Systems Biology and Systems Medicine through his company, Obsidian Biomedical
Consulting Ltd. He now directs a major €50M German national flagship programme: the Virtual
Liver Network, currently the largest Systems Biology programme in Europe.

28th jssx Annual Meeting Tokyo

¥55158% (Distinguished Lecture) 1

Chair: #2114  ff—

13:50~14:50

d

WITITBOANBCEMARR A/ N—2a Vi 22—

ANIES il e

Yuichi Sugiyama Sugiyama Laboratory, RIKEN Innovation Center, Research Cluster for
Innovation, RIKEN

DL1
NEW FRONTIERS IN DRUG METABOLISM, TRANSPORT AND PHARMACOKINETICS
Leslie Z. Benet
Department of Bioengineering and Therapeutic Sciences, School of Pharmacy and Medicine,
University of California

Dr. Leslie Z. Benet, Professor and past Chairman (1978-98) of Bioengineering and Therapeutic
Sciences, University of California San Francisco, received his AB, BS and MS from the University of
Michigan, and Ph.D. from UCSF. He has received 8 honorary doctorates. His recent studies have
led to the development of the Biopharmaceutics Drug Disposition Classification System. In 1986,
Dr. Benet was a founder and first President of AAPS. In 1987 he was elected to the Institute of
Medicine of the US National Academy of Sciences. From 1996-2000 he served as Chair of the
International Pharmaceutical Federation (FIP) Board of Pharmaceutical Sciences. In 2007, he was

made an International Honorary Member of JSSX, and has served as the Nagai Foundation Tokyo
Distinguished Lecturer in 1998 & 2008. Dr. Benet has published >530 scientific papers, holds 11
patents and is listed among the most highly cited pharmacologists worldwide with his peer
reviewed publications being referenced >20,000 times.
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15:00~18:00

Y VRIJL (Symposium) 5

FYBEERAAZ 2 ADBET ~MIETEDHAZ 2V RLEHT~
Transporter & Regulatory DIS Joint Symposium
Toward satisfying drug-drug interaction guidance —For reasonable guidance—

Organizers: £ HE
Ikumi Tamai

BRRFERFEAZE EHFER
Faculty of Pharmaceutial Sciences, Institute of Medical, Pharmaceutical
and Health Science, Kanazawa University

R =) B—=HKA SR EIREAZEFR

Takashi lzumi Drug Metabolism & Pharacokinetics Reseach Laboratories, Daiichi

Sankyo Co., Ltd.

Chairs: N = EEELEREEMERR EXRERFE

Yoshiro Saito National Institute of Health Sciences

B 7 E—=Hiat HRBEEALT XYBREMIERR

Noriko Okudaira R & D Division, Drug Metabolism & Pharacokinetics Reseach
Laboratories, Daiichi Sankyo Co., Ltd.

ENRHLSEET 2EMMEEER —RENSIURBNAEDLS -
METABOLISM-BASED DRUG-DRUG INTERACTIONS -SCIENTIFIC AND REGULATORY ASPECTS-
AR &7

AO=2XEMAIT EENEH IR
Toshiyuki Kume

DMPK Department |, DMPK Research Laboratories, Mitsubishi Tanabe Pharma Corporation

Dr. Kume is a General Manager, DMPK Research Laboratories at Mitsubishi Tanabe Pharma
Corporation, Saitama, Japan. He graduated from Gifu Pharmaceutical University and thereafter
received a Ph.D. from same university (Prof. Akira Hara). He joined Tanabe Seiyaku (former
company) in 1986 and participated in the metabolism studies of Diltiazem, a cardiovascular
agent. He had spent one year as a visiting scientist at Hokkaido University (Prof. Tetsuya
Kamataki) with a view to study the genetic polymorphism of metabolic enzymes. Since 2001 and
2005, he has been a member of the Editorial Board of “Xenobiotica” and “Drug Metabolism and
Pharmacokinetics”, respectively. He is a recipient of young scientist awards from the JSSX (2007)
and is a JSSX Fellow (2009).

28th jssx Annual Meeting Tokyo

EXPECTATIONS FOR JAPANESE NEW GUIDELINE OF DRUG INTERACTION: ROLES OF MODELING AND
INPACT ON LABELING
talk =i
RRAFEFRMHBRIR — FEHHEF
Akihiro Hisaka
Pharmacology and Pharmacokinetics, The University of Tokyo Hospital

Akihiro Hisaka graduated, and received MS degree from Faculty of Pharmacy, Hokkaido
University in 1982 and in 1984, respectively. He joined Banyu Pharmaceutical Co. Ltd in 1984
and charged in researches of pharmacokinetics and drug metabolism. In 1999, he received PhD
degree from Faculty of Pharmaceutical Sciences, the University of Tokyo. In 2005, he joined the
University of Tokyo Hospital as an assistant professor in Department of Pharmacy. From 2007, he
served in the current position.

KEY POINTS FOR THE EVALUATION OF TRANSPORTER-MEDIATED DRUG-DRUG INTERACTIONS
(TP-DDIS) IN A NOVEL JAPANESE DDI DRAFT GUIDANCE
A A8k
RRAFAFRRZRMER D FERDIBEFHRE
Kazuya Maeda
Dept. of Molecular Pharmacokinetics, Graduate School of Pharmaceutical Sciences, The University of
Tokyo

Dr. Maeda is an associate professor of the Department of Molecular Pharmacokinetics, Graduate
School of Pharmaceutical Sciences, The University of Tokyo (Prof. Hiroyuki Kusuhara) from Oct
2012. He is also working as a senior visiting scientist of Sugiyama Laboratory, RIKEN Research
Cluster for Innovation from May 2012.

He received his B.S. in the University of Tokyo in 1999, and graduated from the Master Course in
the Graduate School of Pharm. Sci., the University of Tokyo in 2001. He was promoted to an

assistant professor in 2002 in the middle of the Ph.D course in the University of Tokyo. He
received Ph.D degree from the University of Tokyo in 2006. He received “The Japanese Society
for the Study of Xenobiotics (JSSX) Award for Young Scientists” in 2009, “The Annual Clinical
Pharmacology Research Award from the Japan Research Foundation for Clinical Pharmacology
(JRFCP)" and “The DMPK Award for the Most Frequently Downloaded Article in 2008 (Review
Article)” in 2010, “The Academy of Pharmaceutical Science and Technology, Japan (APSTJ) Award
for Young Scientists” in 2011, “The DMPK Award for the Most Frequently Cited Article in 2008
(Review Article)” in 2012, “The Pharmaceutical Society of Japan (PSJ) Award for Young Scientists”
in 2013.
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TRANSPORTER-MEDIATED DRUG-DRUG INTERACTIONS: POINTS TO CONSIDER IN THE REVISED DRAFT
DOCUMENT OF “METHODS OF DRUG INTERACTION STUDIES”
Bk IEIE
MITBUEAN EERERESROHE FEFEETH
Masanobu Sato
Office of New Drug Il, Pharmaceutical and Medical Devices Agency (PMDA)

2010 Ph.D. Kanazawa University
2010- Reviewer, Office of New Drug Il, Pharmaceutical and Medical Devices Agency (PMDA)

USEFULNESS AND PROBLEMS OF THE EVALUATION OF TRANSPORTER-MEDIATED DRUG-DRUG
INTERACTION ACCORDING TO REGULATORY DRUG INTERACTION GUIDANCE
22 B
BAN=UV A=A VT IVINA LKA Rt #REXARET FYERL2MHZEER
Naoki Ishiguro
Pharmacokinetic and Non-clinical Safety, Nippon Boehringer Ingelheim Co., Ltd.

Empolyment

2008- Present Head of Drug Transporter, Nippon Boehringer Ingelheim Co., Ltd.

2010-2011 Principal Scientist of Drug Metabolism and Transporter, Boehringer Ingelheim
Pharma GmbH and Co. KG, Germany

1998-2008 Drug Metabolism and Pharmacokinetic, Nippon Boehringer Ingelheim Co., Ltd.

Education

1992-1996 B.S.in school of Engineering, Osaka University

1996-1998 M.S. in Graduate school of Engineering, Osaka University
2004-2007 Ph.D. in Pharmaceutical Science, Tokyo University of Science

28th jssx Annual Meeting Tokyo

SY-05-06
PERSPECTIVES ON NONCLINICAL EVALUATION OF DRUG-DRUG INTERACTION THROUGH THE JPMA
QUESTIONNAIRE SURVEY

A BT
KARFREESEAR  FIERARAZEAT
Naoko Tani

Preclinical Research Laboratories, Dainippon Sumitomo Pharma Co., Ltd. She has been working on
DMPK research in drug

2005-present  Dainippon Sumitomo Pharma Co., Ltd.
1995-2005 Sumitomo Chemical Co., Ltd.
1995 M.S. from Graduate School of Agriculture, Kyoto University
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AN

VYR (Symposium) 2

9:30~12:00

NNAFA A= (PET/MRI) DHiliEHEFEBEADERA~E M EEBMEES
AREMICE>EFELELS Sk DISPart1
Analytical Methodologies DIS Part1, Innovation and the application of bioimaging
technologies (PET/MRI) to new drug development. Why don't you have more
attention to translational science technologies?
Organizers « Chairs: A #%X T AT AMESEKRt  AISEHEERZERR
Toshio Teramura  Analysis & Pharmacokinetics Reseach Laboratorys, Astellas

Pharma Inc.
AK BT HIA=Z8EMA St EYENEAZCFT

Toshiyuki Kume DMPK Department I, DMPK Research Laboratories, Mitsubishi
Tanabe Pharma corporation

At fRAER T AT T AMBEBKRIE INAF A A= THZERR

Shintaro Nishimura Bioimaging Research Laboratories Astellas Pharma Inc.

MOLECULAR IMAGING IN CANCER PATIENTS (¥ VRI I L1 I VKRITV L 2HERE)
BN Bha

WITTBCEAELAAMRSE LY 2 —hRSER AR - BERR
Kenji Tamura

Dept of Breast and Medical Oncology, National Cancer Center Hospital.

1992-1993 2" Dept. Internal Medicine, Hiroshima University.

1993-1995 2n Dept. Internal Medicine, Osaka Prefectural Habikino Hospital.
1995-1998 Oncogene Division, National Cancer Center Research Institute.
1998-2000 Dept. of Pharmacology, Pittsburgh University, Pittsburgh, PA, US
2001-2005 Dept. of Medical Oncology, Kinki University School of Medicine

2005-2007 Dept. of Medical Oncology, Kinki University Nara Hospital
2007-Present

Specificity: Medical oncology. Experimental therapeutics. Pharmacogenomics.

KO VRIILODRERRELLGVET,
VURIIL2, 6DMENGTRRETOTCVWIEEET,

28th jssx Annual Meeting Tokyo

INNOVATION AND APPLICATION OF BIOIMAGING TECHNOLOGY (PET/MRI/IMAGING-MS) TO
THERAPEUTIC DRUG DISCOVERY AND DEVELOPMENT (PART I): PET AND MRI: INTRODUCTION
PEAY  fERRER
VAT T AMESRAE IN\AFAA=T Y THIRFR
Shintaro Nishimura
Bioimaging Research Laboratories Astellas Pharma Inc.

[Research and Professional Experience]
2009-Present  Vice president, Bioimaging Research Labs, Astellas Pharma Inc.
Visiting Professor, Institute of Basic Medical Science, University of Tsukuba
2005-2009 Senior Director, Astellas Pharma Inc.
2007-Present  Visiting Professor, United Graduate School of Drug Discovery and Medical
Information Science, Gifu University

2004-2010 Director, The Medical and Pharmacological Research Center Foundation

1999-2004 Director, Advanced Technology Platform, Fujisawa Pharmaceutical Co. Ltd

[Education]

1997-1998 Research Fellow, The University of Michigan, Medical School

1990 Ph degree of engineering from Keio University by an investigation on medicinal
chemistry of new [ -lactam antibiotics

1983 Graduated from Master’s Program in Faculty of Applied Chemistry, Keio
University
1981 Graduated from Faculty of Applied Chemistry, Keio University

APPLICATION OF NON-HUMAN PRIMATE PET FOR BRAIN RESEARCH IN COMBINATION WITH
BEHAVIORAL ASSESSMENT
BH HX
BN N =7 At PRAKAR PET 22—
Hideo Tsukada
Central Research Laboratory Hamamatsu Photonics K.K.

Education background :

Department of Pharmacology, Shizuoka College of Pharmacy, April 1978 - March 1982 (Bachelor
of Pharmacy, March 1982)

Graduate School, Department of Pharmacology, Shizuoka College of Pharmacy, April 1982 -
March 1987 (Ph. D. of Pharmacy, March 1987)

Professional career :

Manager of PET Center, Central Research Laboratory, Hamamatsu Photonics K.K., October 2001-
September 2004.

Senior Manager of PET Center, Central Research Laboratory, Hamamatsu Photonics K.K., October
2004—present.

Visiting Professor of School of Pharmacology, University of Shizuoka, June 2006 —.present.
Visiting Professor of School of Medicine, University of Hamamatsu, February 2007 - present.
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INNOVATION AND APPLICATION OF BIOIMAGING TECHNOLOGY (PET/MRI/IMAGING-MS) TO
THERAPEUTIC DRUG DISCOVERY AND DEVELOPMENT (PART I): PET AND MRI: DRUG DEVELOPMENT
IN NEUROPSYCHIATRIC DISORDERS
AR B
WITTTBUEABSHEEFHR AR DFAA IV IHRRLY 2 —
DFEEAA =DV IRERTOT S I
Tetsuya Suhara
Molecular Neuroimaging Program, Molecular Imaging Center, National Institute of Radiological
Sciences

Education:

1991 Ph.D. (Doctor of Medical Sciences),

1984 M.D. Jikei University School of medicine

Research Appointment:

2011- Program Director of Molecular Neuroimaging Program, Molecular Imaging
center, National Institute of Radiological Sciences

2005-2011 Group Director, Molecular Neuroimaging Group

2001- 2005 Director of Special Research (Brain Imaging Project)

1997-2002 Research director of CREST project (Japan Science and Technology Corporation)

1996-2000 Senior Researcher, Division of Advanced Technology for Medical Imaging,
National Institute of Radiological Sciences

1992-1996 Senior Researcher, Division of Clinical Research and Radiation Health, National
Institute of Radiological Sciences
1992-1993 Visiting Scientist at Department of Clinical Neuroscience, Psychiatry and

Psychology Section, Karolinska Hospital, Stockholm Sweden (PET group under
Lars Farde)

1989-1992 Researcher, Division of Clinical Research, National Institute of Radiological
Sciences
SY-02-04
INTRODUCTION OF PHARMACEUTICAL APPLICATIONS OF MRI
RN &

N HE1—AKE
Takashi Yokawa
Bio View, Inc.

STUDIES

[Veterinary medicine]

March 1988 The University of Tokyo

Licence : Practice veterinary medicine

[Doctor in Sciences (section Vet Physiology)]

March 1991  The University of Tokyo

PhD Thesis: “The existance of a neuronal structure activating running activity as a enegy
i regulating center in the ventromedial nucleus of the hypothalamus”

PROFESSIONAL CAREER

09.2004- present CEO of BioView

04.1998-12.2003 Head of Diagnostcs research department of Basic Reserch Institute of
Schering

04.96-03.98 Application chemist of Varian

04.1991-09.1996  Head of the neurology deparment of ERATO of the Japan Science and
Technology Agency (JST)

28th jssx Annual Meeting Tokyo

APPLICATION OF MRI AND PET FOR BORON NEUTRON CAPTURE THERAPY (BNCT)
N S

FRAFEFERR AR
Akira Matsumura

Tsukuba University Hospital
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1974: Entered the Medical School at University of Tsukuba

1980: ECFMG certification

1980: Graduated from the School of Medicine, University of Tsukuba

1980: Residency at University of Tsukuba Hospital (General Surgery)

1982: Residency at University of Tsukuba Hospital (Neurological Surgery)

1984: Scholarship of DAADD at Universitétsklinik Gottingen

1986: “Postgraduate Intermediate Training Course in Neurology” National Hospital for

Nervous Disease (University of London, GB).

1988: Degree of “Doktor der Medizin” from University of Géttingen

1988: Board Certification of Japan Neurosurgical Society

1990: Chairman, Department of Neurosurgery , Moriya Daiichi General Hospital
1991: Degree of “Doctor of Medical Science” from University of Tsukuba
1992-2002: Assistant Professor, Department of Neurosurgery, University of Tsukuba
1995: Scholarship of Alexander von Humboldt Stiftung, Biomedizinische NMR

Forschungs GmbH, Max-Planck Institut fiir biophysikalische Chemie
2002-2004: Associate Professor, Department of Neurosurgery, University of Tsukuba
2004-present:  Professor, Department of Neurosurgery, University of Tsukuba
2004-2008: Board of Councilor, International Society for Neutron Capture Therapy
2008.4-present: Deputy Director University of Tsukuba Hospital
2008-2010: President, International Society for Neutron Capture Therapy
2012: Pl for BNCT accelerator project in Tsukuba International Strategic Zone

KT YRIY 6L ADY THE TV, BRIKEHBITTLET.
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O & °
Y RI L (Symposium) 6 15100~ 17 : 30
INNL A A A= % (Imaging Mass Spectrometry) DF:fiiE#H & HERAREANDER
~ZEWOLEZ0h ? ZOHFICOWTESS ! S DISPart 2
Analytical Methodologies DIS Part2, Innovation and application of IMAGING MASS
SPECTROMETRY to new drug development -Breakthrough and Expectation of bio-
imaging technologies-
Organizers « Chairs: FFf &k T AT T AMBEMARIE  BIERHEERTR
Toshio Teramura  Analysis & Pharmacokinetics Reseach Laboratorys, Astellas
Pharma Inc.
ITITBUEANELL D AR 2 —
FH - BBREARMELE2— SV AL—Y3FIVUY—
FREMERA TREEXEIIV—T ERARSEIEERPT
Akinobu Hamada Department of Clinical Pharmacology, Group for
Translational Research support core, National Cancer Center
Research Institute: Division of Translational Research,
Exploratory Oncology Research & Clinical Trial center,
National Cancer Center

ER E5

PHARMACO-IMAGING BY MALDI MASS SPECTROMETRY: BRIDGING PHARMACOLOGY AND

CHEMISTRY IN DRUG DEVELOPMENT

BHE Y%
WITTBOEAELDAME LY 2 — BH - RERBERMR LY 2— SV AL—Y 3 FIV )T —FREF
BFZEFT TRISEZIEVIV—T BRRZEIEERPY

Akinobu Hamada
Department of Clinical Pharmacology, Group for Translational Research support core, National Cancer
Center Research Institute: Division of Translational Research, Exploratory Oncology Research & Clinical
Trial center, National Cancer Center

2013-present  Head, Department of Clinical Pharmacology, National Cancer Center Research
Institute
Visiting Professor, Graduate School of Medicine, Kumamoto University

2012 Laboratory Head, National Cancer Center Research Institute, Tokyo

2008- 2012 Associate Professor, Kumamoto University

2005-2007 Visiting Fellow, National Cancer Institute / National Institutes of Health, USA.
1999-2005 Assistant Professor, Kumamoto University

1997 Ph.D., Kumamoto University

1992 Graduated from Kumamoto University

28th jssx Annual Meeting Tokyo

MASS SPECTROMETRY IMAGING —REVIEW OF RECENT DEVELOPMENT AND TECHNIQUES FOR
PHARMACEUTICAL APPLICATIONS-
e F—

WMITTBOCEAELD ALY 2 — BH - RERBERMEL Y 2— S VA=Y 3 IV —FREF
Shuichi Shimma

Exploratory Oncology Research & Clinical Trial Center, National Cancer Center

Educations:
2007 PhD degree (Physiology) from the graduate university for advanced studies
Honors/Awards:
2010 Research Award from mass spectrometry society of Japan
2007 Research Award from the graduate university for advanced studies
‘ 2006 BMS Travel Award from mass spectrometry society of Japan
| et 2005 5th International Symposium on Atomic Level Characterizations for New Materials

and Devices '05 Student Award
Professional Experiences:
2007-2011  Post-doctoral fellow and assistant professor in Osaka University
2012- Scientist in National Cancer Center Research Institute
Research Interests:

Imaging mass spectrometry development of miniaturized mass spectrometer

QUANTITATIVE ANALYSIS OF PHARMACEUTICAL DRUG DISTRIBUTION IN MULTIPLE ORGANS BY
IMAGING MASS SPECTROMETRY
He BEE
BHFRUEGISE AR - RN RYBNEHEERF
Yukari Tanaka
Department of Drug Metabolism and Pharmacokinetics, Shionogi & Co., Ltd.

2003-Present  Drug Metabolism and Pharmacokinetics,

Drug Developmental Research Laboratories,

Shionogi Pharmaceutical Research Center, Shionogi & Co., Ltd.
2012 Ph. D., Kyoto Pharmaceutical University
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PROTEOMIC PROFILING AND IMAGING FOR THE STUDIES OF NEUROLOGICAL DISEASES

A HESE
BAEMKRE LERFE EEMmY AT LER
I ITBUEABSHEEFREMEFT DFA X =TIV ITHEL 2 — DFEEAA—IVITHE
=R N

Masaya lkegawa
Genomics, Proteomics and Biomedical Functions, Department of Life and Medical Systems, Faculty of
Life and Medical Sciences, Doshisha University

Academic Career

2013 Professor, Faculty of Life and Medical Sciences, Doshisha University

2004 Associate Professor, Department of Genomic Medical Sciences, Graduate School of
Medical Science, Kyoto Prefectural University of Medicine

1998 Department of Molecular Biology, Graduate School of Medicine, Kyoto University

1987 Department of Environmental Medicine, Graduate School of Medicine, Kyoto University,
PhD

1990 Kyoto University, Faculty of Medicine, MD

VISUALIZATION AND QUANTIFICATION OF BRAIN METABOLIC "FLUXES" OF GLUCOSE IN THE AWAKE
MICE BY MASS SPECTROMETRY
o 185
BRERIARFEFH ELFHE
Yuki Sugiura
Department of Biochemistry, Keio University School of Medicine

Position:

2011-present  Lecturer, Department of Biochemistry, Keio University School of Medicine
Research and Professional experience:

2007-2010 Research Fellow of the Japan Society for the Promotion of Science (DCT)
2010-2011 Research Fellow of the Japan Society for the Promotion of Science (PD)
2011-present  Researcher, JST Precursory Research for Embryonic Science and Technology

(PRESTO) Project, "Elucidation and Control the Mechanisms Underlying Chronic
Inflammation" research area

28th jssx Annual Meeting Tokyo
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D 212 (RoomD) October9 (wed.)

YV KRI L (Symposium) 3

9:30~12:00

FNENRE - BSEMRICBIIIBZNAMFT—H—D:EREGH
Toxicology DIS Part 1, Biomaker Discovery and Evaluation in DMPK and Toxicology
Studies
Organizer - Chairs: #&H %% LEHEARFAZREFZRMER HEERFEE N5/
TR
Tsuyoshi Yokoi Department of Drug Safety Sciences, Nagoya University
Graduate School of Medicine
Chairs: 3EH #BX 77 ARt
Ikuo Horii Pfizer Japan Inc.

BASIC CONCEPT FOR THE ESTIMATION OF TOXICOLOGICALLY RESPONSIBLE BIOMARKERS
YEH  HK

77 A —Ratt
Ikuo Horii

Pfizer Japan Inc.

1971:  Hiroshima University / Agricultural Biochemistry (Master)
1971:  Kyoto University / Pharmacology, Faculty of Medicine

1976:  F.Hoffmann-La-Roche, Basel Research (Switzerland), Pathology

1987:  Nippon Roche Research Center (NRRC), Toxicology & Pathology, Dept. Head
1997:  Cambridge University (UK): Industrial Fellow

“ 2000:  NRRC, Division of Preclinical Research and Development, Div. Head

2002:  Pfizer, Drug Safety Research & Development (Nagoya), Executive Director
2007~ Showa University visit-Prof., Pfizer Global Consultant, Horii Science Associates,

SY-03-02

PHARMACOGENOMICS / BIOMARKER UTILIZATION IN DRUG DEVELOPMENT
KR EESE

MUTBIAAERRERKSBIEOHIE HREFEREN
Satomi Yagi

Office of New Drug IV, Pharmaceuticals and Medical Devices Agency (PMDA)

2010 Graduated from Faculty of Pharmacy, Keio University
2010 Reviewer, Office of New Drug IV, Pharmaceuticals and Medical Devices Agency (PMDA)

28th jssx Annual Meeting Tokyo

CLINICAL AND NON-CLINICAL RESEARCH FOR ENDOGENOUS PROBES OF OCT2/MATEs AND OAT3
S B—HR

BE—=HHMASE EYENREAIRAR
Yuichiro Imamura

Drug Metabolism & Pharmacokinetics Research Laboratories, Daiichi Sankyo Co., Ltd.,

-
X
(o]

Q
=
o
3
@)

Yuichiro Imamura has been a research scientist in the DMPRL Dept., Daiichi Sankyo Co., Ltd. He
acquired his Ph.D. at The University of Tokyo in 2013 in Pharmaceutical Science. He joined the
research laboratory of Daiichi Pharmaceutical Co. Ltd. in 1999. At present, his research focuses

on discovering and evaluating DDI biomarkers.

N

BIOMARKERS FOR DRUG-INDUCED LIVER INJURY
BH R
LEHBREAEREFZRARE MeERFMRE N7/ ITX
Tsuyoshi Yokoi
Department of Drug Safety Sciences, Nagoya University Graduate School of Medicine

1980 Graduate from Gifu Pharmaceutical University
1980-1984 Research Associate, Gifu University
1984-1989 Research Associate, Tohoku University
1989-1990 Assistant Professor, Tohoku University
1990-1997 Associate Professor, Hokkaido University
1997-2013 Professor, Kanazawa University

2013-Present  Professor, Nagoya University
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CLINICAL EPIDEMIOLOGY OF ADVERSE DRUG EVENTS IN JAPAN
A M
EEERATE WRFHREEZER
Takeshi Morimoto
Division of General Medicine, Department of Internal Medicine
Hyogo College of Medicine

Education:

2008 Keio University Business School, Kanagawa
2000-2004 Kyoto University Graduate School of Medicine, Kyoto
2001-2002 Harvard School of Public Health, Boston

1989-1995 Kyoto University Faculty of Medicine, Kyoto

Professional Training and Employment:

2013-present  Professor of Medicine, Hyogo College of Medicine

2011-2013 Professor of Medicine, Kinki University School of Medicine

2005-2011 Senior Assistant Professor of Medicine, Kyoto University Graduate School of
Medicine

2004-2005 Assistant Professor of Medicine, Kyoto University Graduate School of Medicine

2001-2002 Research Fellow in General Internal Medicine, Brigham and Women'’s Hospital,
Boston

1998-2000 Clinical Fellow in General Internal Medicine, Kyoto National Hospital

1995-1998 Resident in Internal Medicine, Maizuru Municipal Hospital

28th jssx Annual Meeting Tokyo
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YV RI L (Symposium) 7 15100~ 17 : 30
BIZEITHF B non-CYP EYHEBRARDRAIR
Drug Metabolism DIS Part 3, The cutting edge of the research on non-CYP drug-
metabolizing enzymes in drug development

Organizers + Chairs: 5 £ - @RAFERREMEE FFR

Miki Nakajima Faculty of Pharmaceutical Sciences, Kanazawa University

BH #HR  INKEREREFRER DFEERFDH
Yuji Ishii Graduate School of Pharmaceutical Sciences, Kyushu University

CHALLENGE TO IDENTIFY UNKNOWN DRUG-METABOLIZING ENZYMES IN DRUG DEVELOPMENT
PROCESS
ax 8F
BE—=HMAet  FYEREHAR
Tomoko Ishizuka
Drug Metabolism & Pharmacokinetics Research Laboratories, Daiichi Sankyo Co., Ltd.

1998 Graduated from Faculty of Pharmaceutical Sciences, Chiba University
1998-2007 Analytical and Metabolic Research Lab., Sankyo Co., Ltd.
2007-present  Drug Metabolism & Pharmacokinetics Research Lab., Daiichi Sankyo Co., Ltd.

RECENT PROGRESS IN CHARACTERIZATION OF ESTERASES IN HUMAN: IMPLICATIONS IN DRUG
DEVELOPMENT
AR OER
SRAFERREMTE EFR
Tatsuki Fukami
Faculty of Pharmaceutical Sciences, Kanazawa University

2008: Ph.D. Kanazawa University
2008-present:  Assistant Professor, Kanazawa University

28th jssx Annual Meeting Tokyo

IMPORTANCE OF PREDICTION OF ALDEHYDE OXIDASE-MEDIATED METABOLISM IN DRUG DISCOVERY
fche  1EMI

[RERFRFFREREREFHZR
Seigo Sanoh

Graduate School of Biomedical and Health Sciences, Hiroshima University

2002; MS., Graduate School of Biomedical Sciences, Hiroshima University

2002-2005; Researcher, Fujisawa Pharmaceutical Co., Ltd

2005-2009; Researcher, Astellas Pharma Inc

2009-2012; Research Associate, Graduate School of Biomedical Sciences, Hiroshima
University

2012; Ph.D., Graduate School of Biomedical Sciences, Hiroshima University

2012-present;  Assistant Professor, Graduate School of Biomedical and Health Sciences,
Hiroshima University

Overseas study

2012; Laboratory of Molecular Biology, Institute di Ricerche Farmacologie “Mario
Negri”, Italy

& LUNBRICET S5 1V OV EEfaE D in vitro-in vivo extrapolation |2 &k 25l
PREDICTION OF HEPATIC AND INTESTINAL GLUCURONIDATION USING IN VITRO-IN VIVO
EXTRAPOLATION
RE F—
T AT T AMEMARIE  AIERHEERTTR
Yoichi Naritomi
Analysis & Pharmacokinetics Research Labs., Astellas Pharma Inc.

1986 B.S.from Gifu Pharmaceutical University

1988 M.S. from Nagasaki University

1988 Joined Fujisawa Pharmaceutical Co., Ltd. (currently Astellas Pharma. Inc.)
2004 Ph.D. from the University of Tokyo

2005 Joined Astellas Pharma. Inc.
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E 212 (RoomE) October9 (wed.)

v VR IJL (Symposium) 4

EEROBFEREICEITIZT—2IAVIOEEM (1) —FFEDMPK 7—2 %
D ICRIRICHEWERT 5D ? —
In silico DIS, Data mining: the importance of data mining in drug discovery and
development (1)
—How do we make the most of DMPK screening data to drug discovery?—
Organizer + Chairs: FXB3 128k BEEELRTEGRART EYERERZEA
VY —FIX—Tv—
Drug Metabolism & Pharmacokinetics Research
Laboratories, Takeda Pharmaceutical Company Limited
Chairs: ILF E& RPREZRFREFZARE Re@EFEFEDEF
Fumiyoshi Yamashita Kyoto University
nnE  BEER HI==REMARE SRR
Harutoshi Kato DMPK Research Laboratory, Mitsubishi Tanabe Pharma
Corporation
W IR B-=HHKASE FYEREHIAR
Yoshimasa Kobayashi Drug metabolism & Phamacokinetics Research
Laboratory Daiichi Sankyo

9:30~12:00

Toshiya Moriwaki

IMPACT AND APPLICATION OF DATA MINING IN ADME RESEARCHES
Wr =&

RERFRFRREER
Fumiyoshi Yamashita

Graduate School of Pharmaceutical Sciences, Kyoto University

Dr. Yamashita is Associate Professor of Graduate School of Pharmaceutical Sciences, Kyoto
University, Kyoto, Japan. He received his B.S., M.S., and Ph.D. in Pharmaceutical Sciences from
Kyoto University, in 1987, 1990, and 1995, respectively. He was appointed Research Assistant
Professor of Graduate School of Pharmaceutical Sciences, Kyoto University in 1992. From 1995 to
1996, he was a visiting scientist of School of Pharmacy, University of Southern California, Los
Angeles, California. Since 1996, he has been Associate Professor of Graduate School of

Pharmaceutical Sciences, Kyoto University. Research interests have included pharmacokinetics
modeling of drug disposition behaviors, ADME-related chemoinformatics, and development of
targeted drug delivery systems. Over 180 research papers have been published since 1989. He
received Asahi-Kasei Young Investigater Award from Academy of Pharmaceutical Science and
Technology Japan (APSTJ) in 2001, Young Investigator Award of Japanese Society for the Study
of Xenobiotics (JSSX) in 2003.

28th jssx Annual Meeting Tokyo

B PEICHITS ADME F—42 31 = TEIg
ADME DATA MINING STRATEGY IN PHARMACEUTICAL INDUSTRY

fafl K&

I—HYA AT 7a2o7 b7 I3 - VATLR INMFT7—<¥Y1—T4HIb
CTEAAY MR Z Y b
Tomoki Nishioka

DMPK Japan, Eisai Co., Ltd.

Tomoki Nishioka is a principal researcher in DMPK Japan, Eisai Co., Ltd. He graduated from
Tokushima University in 2008. His research interests include (Q)SAR, cheminformatics and
computational ADME prediction.

./

DEVELOPMENT OF A NOVEL DATA-MINING TOOL FOR DRUG DISCOVERY, ADMETi AND ITS
APPLICATION EXAMPLES
=R ER
HREERTLEMASHE ERMRARER EYEREIAR
Maki Miyamoto
Drug Metabolism & Pharmacokinetics Research Laboratory, Takeda Pharmaceutical Company,
Limited

1999 Graduated from Graduate School of Science, Osaka University

1999-2005 Laboratory of medicinal chemistry., Takeda Pharmaceutical Company Limited

2005-Present  Drug Metabolism & Pharmacokinetics Research Lab., Takeda Pharmaceutical
Company Limited
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ADME DATA-MINING FOR DRUG DESIGN AND DECISION MAKING
I IR
—=HGARH BRI
Yoshimasa Kobayashi
Drug metabolism & Pharmacokinetics Research Laboratory, Daiichi Sankyo

2000 Ph.D., Department of Chemistry, Graduate School of Science, The University of
Tokyo.

2000- Daiichi Sankyo Co., Ltd.

2004-05 Visiting Researcher, Department of Pharmacology, University of Michigan.

2010 Best Presentation Award, 9th International ISSX Meeting.

Resent interest: Quantitative and model-based drug discovery (both chem & biol.).

IN SILICO PREDICTION OF THE CLEARANCE OF LIVER MICROSOMES BASED ON THE LARGE DATA SET
KH HHER

PNRERA R PARATAIRLFEATTE
Masateru Ohta

Medicinal Chemistry Research Dept., Research Div., Chugai Pharmaceutical co. Itd.

Title

Principal scientist and group manager of computer-aided drug design group (Chugai
pharmaceutical)

Executive board of Division of Structure-Activity Studies (The Pharmaceutical Society of Japan)
Education

Ph.D., Kyoto University (Graduate school of agriculture), 2002

B.S., Yokohama National University (School of engineering), 1980

Expertise

Computer-Aided Drug Design, Structure-Based Drug Design, Quantitative Structure-Activity
Relationships, and chemoinformatics

Teaching

Kitasato University (School of pharmacy), 2011 - present

Nihon University (School of pharmacy), 2012 - present

28th jssx Annual Meeting Tokyo
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¥R L (Symposium) 8

Clinical Pharmacology and Pharmacometrics DIS Part 1, Model-based Drug
Development (MBDD): current status and JSSX perspectives
Organizer: JIl& BR HB—=##4%Astt FSVAL—Y3FIWATo U8R
Ryosei Kawai  R&D Division, Daiichi Sankyo Co., Ltd.
Chairs: FE KA EEENAFEHRAEEFHARE
Koji Chiba Laboratory of Clinical Pharmacology Yokohama College of Pharmacy
xa N Trav-—t#Akert sUZAHIL - Tr—aaV—F
Masayo Oishi  Clinical Pharmacology, Pfizer Japan Inc.

15:00~17:30

SY-08-01
THE ROLE OF MODEL-BASED DRUG DEVELOPMENT (MBDD): A LANDSCAPE ANALYSIS
Lawrence J. Lesko
University of Florida Center for Pharmacometrics and Systems Pharmacology

Dr. Lawrence J. Lesko is Professor of Pharmaceutics and Director of the Center for
Pharmacometrics and Systems Pharmacology in the University of Florida College of Pharmacy at
Lake Nona (Orlando). Dr. Lesko was Director of the Office of Clinical Pharmacology in the Center
for Drug Evaluation and Research at the Food and Drug Administration for 16 years until his
retirement in July 2011. At the FDA, Dr. Lesko led the advancement of personalized medicine
through the update of labels of previously approved drugs with new genetic information. Dr.
Lesko co-authored numerous Guidance for Industry including “Clinical Pharmacogenomics:
Premarketing Evaluation in Early Clinical Trials” and “Pharmacogenomics Data Submissions”. He
also started a Division of Pharmacometrics that is responsible for quantitative analysis of dose-
response and PK-PD relationships to support drug labels and NDA approvals, and the
development of drug-disease models to support clinical trial simulations. Dr. Lesko led a
program involved with mechanistic approaches to understanding drug safety including the
prediction of off-target effects using bioinformatics approaches. Dr. Lesko has published more
than 200 peer-reviewed manuscripts and is a frequent invited national and international speaker.
In 2011, he received the Gary Neil Prize for Innovation in Drug Development from the American
Society of Clinical Pharmacology and Therapeutics (ASCPT). Dr. Lesko also was honored with the
Rawls-Palmer Progress in Medicine award from ASCPT, the Coriell Scientific Leadership Award
for Personalized Medicine, the University of North Carolina Institute for Pharmacogenomics and
Individualized Therapy Award for Clinical Service, and the Nathanial B. Kwit Distinguished Service
Award for Clinical Pharmacology from the American College of Clinical Pharmacology. His
hobbies include riding motorcycles and underwater photography. He is a Divemaster certified
by the Professional Association of Dive Instructors.

MODELING AND SIMULATION IN CHINA
Kai Wu
Clinical Pharmacology, Modeling & Simulation, Glaxo SmithKline R&D China

Dr. Kai Wu is Associate Director of Clinical Pharmacology Modeling & Simulation Group at
GlaxoSmithKline Research & Development Center in Shanghai, China. Before joining GSK, he was
Associate Director in the Translational Medicine and Clinical Pharmacology Department, Daiichi-
Sankyo, New Jersey, USA. He started his career in pharmaceutical industry in 2006 by joining
Novartis Modeling and Simulation Department at Boston, USA. In 1999, Dr. Kai Wu obtained his
Bachelor of Science degree at Nankai University, Tianjin, China majoring in Microbiology. In 2002
he went to the University of Florida, School of Pharmacy, and finished a joined degree program,
M.S. in Statistics in 2005 and Ph.D. in Pharmacokinetics and Pharmacodynamics in 2006.

28th jssx Annual Meeting Tokyo

THE USE OF MODELING AND SIMULATION TO FACILITATE INFORMED DECISION MAKING-FDA’S
PERSPECTIVE
Bahru A. Habtemariam

U.S. Food and Drug Administration

Dr. Habtemariam is a clinical pharmacology reviewer in the Office of Clinical Pharmacology, the
Center for Drug Evaluation and Research (CDER), U.S. Food and Drug Administration (FDA). Dr.
Habtemariam received his Doctor of Pharmacy (Pharm.D) in 2004 from the University of
Maryland School of Pharmacy. He completed a two year postdoctoral in pharmacometrics and
drug development at Cognigen Corporation, Buffalo, New York. During his fellowship, Dr.
Habtemariam gained experience in quantitative clinical pharmacology working on anti-infective,

anti-diabetics, and anti-auto immune disease drugs. After completing his fellowship, Dr.
Habtemariam worked at Novartis for 2 years. Dr. Habtemariam joined the FDA in 2008, where
has reviewed numerous small molecule and biologic oncology and hematology drug products,
looking at both general clinical pharmacology and pharmacometrics aspects of submissions.

SY-08-04
PBPK AND MODEL-BASED DRUG DEVELOPMENT (MBDD): CURRENT STATUS AND REGULATORY
PERSPECTIVES IN JAPAN

X HE
IRIITTBUEAER mERKIRIE SIS
Naomi Nagai

Center for Product Evaluation
Pharmaceuticals and Medical Devices Agency (PMDA)

Naomi Nagai works as a senior scientist for pharmacokinetics in the Center for Product
Evaluation, Pharmaceuticals and Medical Devices Agency (PMDA).

She had been working in the Department of Biopharmaceutics, Meiji Pharmaceutical University
after completing B.S. and M.S. courses in the Kyoto University, School of Pharmacy. In 1997, she
joined the Pharmaceuticals and Medical Devices Evaluation Center, National Institute of Health

Sciences as a reviewer. Then she has been working as a review director in the Office of New

Drug Il and IV in the PMDA since 2004, and is currently the team leader of Nanomedicine
Initiative Project as well as a member in several working groups such as drug interaction and
bioequivalence in the PMDA and the Ministry of Health Labour and Welfare.
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VY HRTIJL (Symposium) 9

EEHE - REUMARICHITIHIT v £ RDES

Toxicology DIS Part 2, Recent Progress Of Cell-based Assays in DMPK and Toxicology

Studies

Organizer - Chairs: ## % LHBAFAZREZRMZEHN MREERFREHEMNF2I5 /27X
Tsuyoshi Yokoi Department of Drug Safety Sciences, Nagoya University Graduate

School of Medicine

EUERRBmEEMERR REMEMEBRMELY 22— FIER

R R A=

Hajime Kojima Japanese Center for the Validation of Alternative Methods (JaCVAM),

National Institute of health Sciences (NIHA)

9:30~12:00

Chairs: /N& Z&

In vitro FERESHHEBRDORE

THE FUTURE OF IN VITRO SCREENING IN THE DEVELOPMENT OF NEW DRUGS

NG EE
EVUVEEmBmEEMERA RelEERmET > 2 — IR FRERRIASTME

Hajime Kojima
Japanese Center for the Validation of Alternative Methods (JaCVAM), National Institute of health
Sciences (NIHA)

Dr. Hajime Kojima received his undergraduate degree in 1983 from Gifu University, Department
of Agriculture, Faculty of Agricultural Chemistry. He received his PhD in 1996 in Information
Science from the University of Nagasaki. He currently is the Secretary General of the Japanese
Center for the Validation of Alternative Methods (JaCVAM) and a Visiting Lecturer at the Fujita
Health University School of Medicine. Dr. Kojima is also a member of the International
Cooperation on Alternative Test Methods (ICATM) and an observer on both the Scientific
Advisory Committee on Alternative Toxicological Methods (SACATM) and the European Scientific
Advisory Committee (ESAC).

Prior to joining JaCVAM in 2005, Dr. Kojima held several positions with increasing responsibility
at the Nippon Menard Cosmetic Co., Ltd., including Researcher at the Biochemical Institute from
1986 to 1994, Chief of the Biochemical Institute from 1994 to 1995, Chief of the Research
Laboratories from 1995 to 2001, and Assistant Manager of the Research Laboratories from 2001
to 2005.

Dr. Kojima has received several awards, including The Japanese Society for Alternative to Animal
Experiments (JSAAE) Paper Prize in 1998, 2000, and 2003. Dr. Kojima is also a member of several
professional societies, including the Japanese Society for Dermatoallergology and Contact
Dermatitis, the Japanese Society of Toxicology, the Society of Toxicology, the Japanese
Environmental Mutagen Society, the Japanese Society for Alternatives to Animal Experiments,
the Safety Evaluation Forum, and the Japanese Association for Animal Cell Technology.

28th jssx Annual Meeting Tokyo

IN VITRO DRUG METABOLISM AND TOXICOLOGY STUDIES USING HUMAN HEPATOCYTE SPHEROID
CULTURES
AKH ~Z5h
Py S o
Kunihiro Ohta
Safety Evaluation Forum, Spheroid WG
Chugai Pharmaceutical Co., Ltd.

Kunihiro Ohta, Ph.D. is Clinical Scientist, Coordination group of Post-Marketing Clinical Trials,
Chugai Pharmaceutical Co., Ltd. (2012-present). He acquired his Ph.D. at Pharmaceutical
Sciences, Tokyo University of Pharmacy and Life Sciences (formerly Tokyo College of Pharmacy)
in 1996 in Biopharmaceutical Science (Prof. S. Awazu); then joined Department of Drug
Metabolism and Pharmacokinetics, Research/Development Division, Chugai Pharmaceutical Co.,
Ltd. (1996-2012).

dn

SY-09-03

GENERATION OF METABOLICALLY FUNCTIONING HEPATOCYTES FROM HUMAN PLURIPOTENT STEM
CELLS FOR DRUG TOXICITY TESTING
KO @z
AIRARFZRF R AR R D FEMFE D E
KIRAFEARFFEFARE M BRIEMZE > 2— BIREBREMRAR PSHEE - HI1=-v b
AR FBERELFREMRAET L 2 —
MITITBUANERERIAZT AIRERARIMFEEstFE O o b
Hiroyuki Mizuguchi
Department of Biochemistry and Molecular Biology, Graduate School of Pharmaceutical Sciences,
Osaka University
iPS Cell-based Research Project on Hepatic Toxicity and Metabolism, Graduate School of
Pharmaceutical Sciences, Osaka University
The Center for Advanced Medical Engineering and Informatics, Osaka University
Laboratory of Hepatocyte Regulation, National Institute of Biomedical Innovation

-1996 Ph.D. in Pharmaceutical Science, Osaka University, Osaka, Japan.

1996-1997 Research Institute for Microbial Diseases, Osaka University, Osaka, Japan.

1997-1998 Department of Medical Genetics, University of Washington, Seattle, WA, USA.

1998-2002 Researcher, Division of Biological Chemistry and Biologicals, National Institute
of Health Sciences, Tokyo, Japan.

2002-2004 Senior Researcher, Division of Cellular and Gene Therapy Products, National
Institute of Health Sciences, Tokyo, Japan.

2004-2005 Sub-project Leader, Project Ill, Fundamental Research Laboratories for

Development of Medicine, National Institute of Health Sciences, Osaka Branch,
Osaka, Japan.

2005-2010 Project Leader, Division of Fundamental Technological Research, National
Institute of Biomedical Innovation, Osaka, Japan.

2008-Present  Professor, Department of Biochemistry and Molecular Biology, Graduate School
of Pharmaceutical Sciences, Osaka University, Osaka, Japan.

2010-Present  Professor, The Center for Advanced Medical Engineering and Informatics, Osaka
University, Osaka Japan

2010-2013 Chief Project Leader, Division of Fundamental Technological Research, National
Institute of Biomedical Innovation, Osaka, Japan.

2013-Present  Adjunct Project Leader, Division of Fundamental Technological Research,
National Institute of Biomedical Innovation, Osaka, Japan.
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DIRECT REPROGRAMMING OF STEM CELL INTO FUNCTIONAL HEPATOCYTES: ITS STRATEGY AND
APPLICATION TOWARD DRUG SAFETY EVALUATION
PEESNNE SN
WITTBCEAELLSAMRSE LY 2— DFHlERAZEDE
Takahiro Ochiya
Division of Molecular and Cellular Medicine, National Cancer Center Research Institute, Tokyo Japan

Dr. Takahiro Ochiya is a Chief of Division of Molecular and Cellular Medicine at the National
Cancer Center Research Institute, Tokyo and he is also appointed as an invited professor of
Waseda University (since 2004), Tokyo Institute of Technology (since 2008), Showa Univdersity
(since 2012), and Hoshi University (since 2012). After he got Ph.D. in 1988 in Osaka University and
then went to do a post-doc at La Jolla Cancer Research (Burnham Institute for Medical Research),
CA, USA. Dr. Ochiya’s lab focuses the development of novel animal models, methods, and
strategies to study cancer development and metastasis. Especially, current focuses are siRNA-
and microRNA-based therapy against cancer stem cells and biology of extracellular vesicles.

155588 (Distinguished Lecture) 2

Chairs: R &8 B—=HGA SR YENREZERT
Takashilzumi  Drug Metabolism & Pharmacokinetics Research Laboratories, Daiichi
Sankyo Co. Ltd.

13:30~14:30

R

DL2
QUANTITATIVE CLINICAL PHARMACOLOGY: IMPACT ON DRUG DEVELOPMENT, REGULATORY
DECISIONS AND CLINICAL PRACTICE
Lawrence J. Lesko
University of Florida Center for Pharmacometrics and Systems Pharmacology

Dr. Lawrence J. Lesko is Professor of Pharmaceutics and Director of the Center for
Pharmacometrics and Systems Pharmacology in the University of Florida College of Pharmacy at
Lake Nona (Orlando). Dr. Lesko was Director of the Office of Clinical Pharmacology in the Center
for Drug Evaluation and Research at the Food and Drug Administration for 16 years until his
retirement in July 2011. At the FDA, Dr. Lesko led the advancement of personalized medicine
through the update of labels of previously approved drugs with new genetic information. Dr.
Lesko co-authored numerous Guidance for Industry including “Clinical Pharmacogenomics:
Premarketing Evaluation in Early Clinical Trials” and “Pharmacogenomics Data Submissions”. He
also started a Division of Pharmacometrics that is responsible for quantitative analysis of dose-
response and PK-PD relationships to support drug labels and NDA approvals, and the
development of drug-disease models to support clinical trial simulations. Dr. Lesko led a
program involved with mechanistic approaches to understanding drug safety including the
prediction of off-target effects using bioinformatics approaches. Dr. Lesko has published more
than 200 peer-reviewed manuscripts and is a frequent invited national and international speaker.
In 2011, he received the Gary Neil Prize for Innovation in Drug Development from the American
Society of Clinical Pharmacology and Therapeutics (ASCPT). Dr. Lesko also was honored with the
Rawls-Palmer Progress in Medicine award from ASCPT, the Coriell Scientific Leadership Award for
Personalized Medicine, the University of North Carolina Institute for Pharmacogenomics and
Individualized Therapy Award for Clinical Service, and the Nathanial B. Kwit Distinguished Service
Award for Clinical Pharmacology from the American College of Clinical Pharmacology. His
hobbies include riding motorcycles and underwater photography. He is a Divemaster certified
by the Professional Association of Dive Instructors.

28th jssx Annual Meeting Tokyo

SRiEE (President's Lecture)

Chairs: R ®F  B—=HKASEERBNERAER
Takashi lzumi  Drug Metabolism & Pharmacokinetics Research Laboratories, Daiichi Sankyo
Co., Ltd.

16:05~16:30

Two years’ activity of the current JSSX directors
Kk FEE  RRAFEFENERE
Hiroshi Suzuki  The University of Tokyo
President, The Japanese Society for the Study of Xenobiotics

B FE B RIEKFAFEREFHER ExEFo%
Essential Roles of Transporters in Absorption and Disposition of Endo/Xenobiotics
O lkumi Tamai
Kanazawa University

16 :30~17 : 40

BER:BF 8 BAEBERFAEREFZFRMER KEEEFEE NI/ I7X
Quantitative and Qualitative LC-MS/MS Analysis for Drug Discovery, Research and
Development
O Zenzaburo Tozuka
Graduate School of Pharmaceutical Science Osaka University Professor

BE:#E TH UEERFRFE
Generation of humanized model mice of drug metabolizing enzymes using human
artificial chromosomes
O Yasuhiro Kazuki
Tottori University

FER © KFP %8k NUNKFERZHAZRR FHJHZF
Chronopharmacokinetic study based on the molecular circadian clock
O Satoru Koyanagi
Graduate School of Pharmaceutical Sciences
Kyushu University

Tissue disposition of bioactive substances based on cellular expression and
localization of transporters

O Masanori Tachikawa

Graduate School of Pharmaceutical Sciences, Tohoku University
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YV RTIJL (Symposium) 10
BERHISHBIBETSZ SV AR—2—OHTEEAE (BFsmneEsrs - 5 2K—2—HE

RERAYVKRIIL)
Transporter DIS, New aspects of transporters: Reconstruction from basic research
(Joint Symposium)
Organizers « Chairs: AH# #i5 BEAKRFARFIREMBIFAZEE BFER
Sumio Ohtsuki Faculty of Lifescience, Kumamoto University
FH B HWEERAFEFZIMERR AR
Tomohiro Terada Department of Pharmacy, Shiga University of Medical
Science Hospital

9:30~12:00

SY-10-01
THE ADVANCE OF MOLECULAR BASIS OF ZINC TRANSPORTERS IN HEALTH AND DISEASES
~H R=
B FHRm e omERNFMEt Y 2 —
Toshiyuki Fukada
RIKEN Center for Integrative Medical Sciences

Academic and Professional Experiences

1986-1990. BA, Applied Biological Science, Hiroshima University,

1990-1992. MA, Applied Biological Science, Hiroshima University Graduate School

1992-1994. Mochida Pharmaceutical Co. Ltd.

1994-1998. Ph.D. Program, Osaka University Medical School, Supervisor: Prof. Toshio Hirano
(1998-1999. JSPS Research Fellow)

1999-2003. Post Doctoral Fellow, Cold Spring Harbor Laboratory, Supervisor: Prof. Nicholas
K. Tonks
(2000-2002.  JSPS Research Fellow in abroad)
2003-2015. Senior Research Scientist, RIKEN Research Center for Allergy and Immunology
2015-. Senior Research Scientist, RIKEN Center for Integrative Medical Sciences

SY-10-02
EMERGING ROLES OF SODIUM-DEPENDENT PHOSPHATE TRANSPORTERS IN MINERAL METABOLISM,
DISEASES AND BEYOND

EERFERERNIVANAF A T AHRE  EBRREFDE

Yutaka Taketani
Department of Clinical Nutrition, Institute of Health Biosciences, University of Tokushima Graduate
School

Education/Previous Academic Appointments:

1992 Course of Nutrition, School of Medicine, University of Tokushima
1994 Graduate School of Nutrition, University of Tokushima
1994-1999 Research Associate, University of Tokushima

1998 Ph.D. degree (Nutrition), University of Tokushima

1999-2001 Post-doctoral fellow, Department of Cell Biology,

University of Texas Southwestern Medical Center at Dallas
2001-2003 Research Associate, University of Tokushima
2003-present  Associate Professor, University of Tokushima

Research Interests:
Calcium and phosphorus metabolism, nutrition in chronic kidney disease

28th jssx Annual Meeting Tokyo
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SY-10-03
INTERACTION BETWEEN NUTRIENTS/FOOD COMPONENTS AND INTESTINAL EPITHELIAL
TRANSPORTERS

E FHX
RRAFZAFREFEMREMNSER CREMEEERRECEMRRE
Hideo Satsu

Department of Applied Biological Chemistry, Graduate School of Agricultural and Life Sciences, The
University of Tokyo

1999 Ph.D., The University of Tokyo, Japan

1999 Postdoctoral Research Fellow, National Food Research Institute, Japan

2000 Domestic Research Fellowship of Japan Science and Technology (JST), Japan

2000 Research Associate , The University of Tokyo, Japan

2006-2007 Research Fellow, The Scripps Research Institute, USA

2007- Assistant Professor, The University of Tokyo, Japan
CHRONOPHARMACOLOGIACAL ASPECTS OF TRANSPORTERS

AF X3
TMNRERFBREFZHIR FERNFDE
Shigehiro Ohdo
Department of Pharmaceutics, Graduate School of Pharmaceutical Sciences, Kyushu University

Dr. Shigehiro Ohdo is a professor, Vice-Dean, Department of Pharmaceutics, Graduate School of
Pharmaceutical Sciences, at Kyushu University. He graduated from the doctor course of Ehime
University, School of Medicine in 1988. Then he has worked as research associate at University of
Southern California since 1989, as assistant professor at Ehime University since 1990, as assistant
professor at Kyushu University since 1993, as associate professor at Kyushu University since 2001,
as professor at Kyushu University since 2005 and as Vice-Dean, Faculty of Pharmaceutical

Sciences, at Kyushu University since 2010. His field of interest is the development of new
chronopharmacotherapy from viewpoints of molecular clock mechanism.
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SY-10-05

% - ZFHARDZ—T Y FELTDISVAR—52—
TRANSPORTER IS ONE OF THE RESEARCH TARGETS IN THE STUDY OF CRUDE DRUG AND KAMPO

MEDICINE
WE  FIeE

BEETURFEAER XFMRR EXFDF

Toshiaki Makino

Dept. of Pharmacognosy, Nagoya City University Graduate School of Pharmaceutical Sciences

1972
2000

2000-2005

2002-2003

2005-2007

2007-

Born in Tokyo

Department of Pharmacognosy, Graduate School of Pharmaceutical Sciences,
Kyoto University. Awarded the degree of Ph.D. for a thesis entitled.

Assistant Professor, Department of Kampo Medicinal Sciences, Hokkaido College of
Pharmacy, Otaru, Japan

Visiting Scientist, National Center for Natural Products Research, University of
Mississippi, MS, USA

Lecturer and Assistant Professor, Department of Pharmacognosy, Graduate School
of Pharmaceutical Science, Nagoya City University, Nagoya, Japan

Associate Professor, Department of Pharmacognosy, Graduate School of

Pharmaceutical Science, Nagoya City University, Nagoya, Japan
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D 218 (RoomD) October10 (Thu.)
HigE> > RI L (Joint Symposium)

9:30~12:00

EEXMBEIEFERICH52EMENRE - SEA T+ A —2 3 VOFMER (FRIEEE
HZESEE - HAX TDM 2R - BEEMEBEFIHES VRIVIL)
Best Use of Pharmacokinetic and to Toxicologic Information for Rational Use of
Drugs (Joint Symposium with The Japanese Sosiety of Therapeutic Drug
Monitoring)
Organizers-Chairs:  &)1IR#HEN BICERRARFEFTE ERKRERZF
Yusuke Tanigawara Deparment of Clinical Pharmacokinetics and
Pharmacodynamics School of Medicine, Keio University
EE B2 REAAFEZHMIBRT XD

Hideyuki Saito Department of Pharmacy, Kumamoto University Hospital

ENFORCEMENT OF CLINICAL PHARMACOLOGY AND TOXICOKINETIC EDUCATION IN MEDICAL AND
PHARMACY STUDENTS WITH PROGRAMMABLE PHYSIOLOGICAL SIMULATOR MAY BE BENEFICIAL
FOR GOOD PRESCRIBING AND MEDICATION SAFETY
HET R

BRRER K FEIaRS
Hirotoshi Echizen

Department of Pharmacotherapy, Meiji Pharmaceutical University

1978 Graduation from Hokkaido University, School of Medicine

1978-80 Resident of Internal Medicine, National Medical Center Hospital

1980-1983  Research fellow, Division of Clinical Pharmacology, University of Colorado, USA
1983-1984  Research fellow, Department of Internal Medicine, University of Bonn, Germany
1984-1986  Senior resident, Department of Gastroenterology, National Medical Center Hospital
1986-1994  Senior researcher, National Institute of Nutrition

1994-1995  Assistant Professor, Department of Pharmacology, Kitasato University School of

Medicine
1995- Professor, Department of Pharmacotherapy, Meiji Pharmaceutical University
2006- Vice President of Meiji Pharmaceutical University

28th jssx Annual Meeting Tokyo

DISTINGUISHING THE PHARMACOKINETICS AND TOXIC INFORMATION OF NEW ORAL
ANTICOAGULANTS FOR JAPANESE PHYSICIANS
oy =
RREZFERKEY BRBAH
Tsuyoshi Shiga
Department of Cardiology, Tokyo Women’s Medical University

2007-present Associate Professor, Department of Cardiology, Tokyo Women'’s Medical
University

2006-2007 Assistant Professor, Department of Cardiology, Tokyo Women’s Medical
University

2003-2006 Lecturer, Department of Cardiology, Tokyo Women’s Medical University

2001-2003 Research Fellow, Section on Clinical Pharmacology, Hammersmith Hospital,

Imperial College London, UK
1999-2001 Instructor, Department of Cardiology, Tokyo Women’s Medical University
1993-1999 Clinical Fellow in Cardiology, Tokyo Women's Medical University
1993 Ph.D. (Dr. of Medical Science) Jichi Medical School
1988 M.D.  Medical College of Oita

"“EBEIREE"ZESRDHBDOD
HOW TO DETERMINE "THE APPROPRIATE DOSE"
AN RIS
RREFERKIRE A
Toshimi Kimura
Department of Pharmacy, Tokyo Women's Medical University Hospital

1986.3  B.S.from Tokyo University of Pharmacy and Life Science

1986.4  Department of Pharmacy, Kitasato University Hospital

1993.3  University of Michigan Hospitals. University of California San Francisco (3 month)
2000.12  Ph.D. from Kitasato University School of Medicine

2001.1  The Japanese Society of Clinical Pharmacology (Clinical trainer)

2001.11 Anaward of the Japan Antibiotics Research Association 2001

2006.4  Vice Director, Tokyo Women's Medical University Hospital

2007.6  Anaward of The Japanese Society of Chemotherapy 2007

2009.7  Visiting Professor, Applied PK/PD Clinical Pharmacology and Therapeutics,Childrens
Hospital of Philadelphia

2010.11  Director, Tokyo Women's Medical University Hospital
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CONTRIBUTION OF ADME RESEARCH TO THE PROPER USE OF DRUGS
BT T
—=HHAatt MEMRELRE YEIRERZCAH
Noriko Okudaira
DAIICHI SANKYO CO., LTD. Drug Metabolism & Pharmacokinetics Research Laboratories, R&D Division

1983 B.S. from The University of Tokyo
1985 M.S. from The University of Tokyo
1985-1991  Nippon Roche

1991-1992 Postgraduate resercher, UCSF
1992-2004  Meiji Seika Kaisha, Ltd.
2004-2007  Daiichi Pharmaceutical Co., Ltd.
2007- Daiichi Sankyo Co., Ltd.

TOXICOGENOMICS AND SAFETY BIOMARKER

I 34
WITITBUE NESREBZRRT  AIRERMEE b FYOT /IR -AVTARTAVRTOVT
7k

Hiroshi Yamada
Toxicogenomics Informatics Project, National Institute of Biomedical Innovation

2012-Present  Project Leader, Toxicogenomics Informatics Project, NIBIO
2007-2012 Sub-Project Leader, Toxicogenomics Informatics Project , NIBIO
2006-2007 Director, Safety Sciences-Research, Pfizer

2003-2006 Manager, Investigative Toxicology and Pathology, Pfizer
2002-2003 Manager, Investigative Toxicology, Pfizer

1987-2002 Toxicology, Pfizer
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E 212 (RoomE) October10 (Thu.)

YR L (Symposium) 11

BXRICEFBZNAFTT7 T ADER EEMBENDEDY (HFEENEEFER -
Japan Bioanalysis Forum (JBF) 2> VRI I L)
Regulatory DIS, Involvement of Evolved Bioanalysis In Pharmacokinetics and DRUG
Metabolism
—Co-Organized with Japan Bioanalysts Forum (JBF)— (Joint Symposium)
Organizer: /\#k {51% F—=HHHat RYEREHRIERR
Nobuhiro Kobayshi  Daiichi Sankyo Co., Ltd. DMPK laboratories
Chairs:  FEli#l 7Rk HI=28EMARE T 21 IV At %2—
PRRSEIRER
Bioanalysis Management Group, Clinical Pharmacology
Department, Data Science Center, Development Division,
Mitsubishi Tanabe Pharma Corporation
BAR—U VA=A 27 IVINA LIRS
B R 2 TR ER
Takehisa Matsumaru  Pharmacokinetics and Non-Clinical Safety Dept.
Nippon Boehringer Ingelheim Co., Ltd.

9:30~12:00

Masanari Mabuchi

3, IR

INVOLVEMENT IN THE PHARMACOKINETICS AND THE HISTORY OF REGULATED BIOANALYSIS IN
JAPAN
FEH HT
EEEREMEEMNIR FERg
Noriko Katori
National Institute of Health Sciences

Dr. Katori is Chief of Third Section at Division of Drugs of National Institute of Health Sciences,
Tokyo, Japan. She received her B.S. (1978), and M.S (1980) in Pharmaceutical Science from the
Tohoku University, and a Pharm.D. degree from the Meiji Pharmaceutical University in 1997.

She is a member of the advisory committee of Japanese Pharmacopoeia and a member of the
committee for bioequivalence guidelines.

Research interests have included pharmacokinetics and pharmacogenomics and analytical

chemistry in CMC area. She also has concerned with the regulation as a statistical advisor.

28th jssx Annual Meeting Tokyo

EXTENDED APPLICATION OF DRIED BLOOD SPOT (DBS) FOR DRUG DEVELOPMENT

-Why you should use DBS-

hH BT
ZEMEAT A IVAKARKE BREVZ— INAF T AR

Keiko Nakai
Bioanalysis Department, Clinical Development Service Center, Drug Development Service Segment,
Mitsubishi Chemical Medience Corporation

Bioanalysis Department, Clinical Development Service Center
Drug Development Service Segment

Mitsubishi Chemical Medience Corporation

~ Work responsibility

GLP Management

b Education

Faculty of Pharmaceutical Sciences, Hokkaido University
Research career

Bioanalysis: 1984 - Present

Drug Metabolism and Pharmacokinetics: 1985 - Present
Concerned bodies

Japan Bioanalysis Forum
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OUR APPROACH FOR QUANTITATIVE METABOLITE ASSESSMENTS ACCORDING TO MIST GUIDANCE
IR SR

E—=HMARE  EEREAISR
Nobuhiro Kobayashi

DaiichiSankyo Co., Ltd. DMPK laboratories

Education:

1983-1987 Kyoto University, Kyoto, Japan, B.S., Pharmaceutical Department
1987-1989 Kyoto University, Kyoto, Japan, M.S., Analytical Chemistry

2001 Kyoto University, Kyoto, Japan, Ph. D., Analytical Chemistry
2001-2002 University of Florida, Gainesville, Florida; Postdoctoral Associate

Professional Experience:

April 1989-Mar 2007  Sankyo Co., Ltd.

April 2007-Present DaiichiSankyo Co., Ltd.

Responsible not only for oncology project management from the aspect of DMPK, but also for

the global management of bioanalytical work.

SY-11-04
GCC RECOMMENDATIONS ON PD BIOMARKERS VALIDATION
O Dominique Gouty', Fabio Garofolo?
'Intertek Pharmaceutical Services, 2Algorithme Pharma

Dominique Gouty is the Senior Director for Intertek Pharmaceutical Services in San Diego, CA,
where she directly interacts with Project Managers/Principal Investigators and Project Analysts
during assay development and validation to provide guidance on the most effective route to
robust and rigorous assays. As well as being a technical advisor, Dr. Gouty also ensures that all
bioanalytical assays are performed according to strict GLP guidelines and validation
requirements. Dr. Gouty received her PhD degree from Marseille School of Medicine in

Endocrinology and has 20 years experience in various disciplines ranging from Research and
Development to Clinical, spanning several countries.

28th jssx Annual Meeting Tokyo
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A £12 (RoomA) October11 (Fri.)
7#—5 L. (Forum) 2013

13:00~16:00

Special population D& X%
Trend and practice in responding to special population
Organizer: 7#—2LEER
Forum committee

Chairs: JIl& R B—=HHKASH

Ryosei Kawai Daiichi Sankyo Co., Ltd.

ELE- G M RE DA

Yoshinobu Yoshimura Takeda Analytical Research Laboratories, LTD.
N BEXR MASHARERET S

Shinsaku Naito Otsuka Pharmaceutical Co., Ltd.

XH B RILERKF

Kiyoshi Nagata Tohoku Pharmaceutical University

xR HALA SRS

Mizuma Takashi College of Pharmaceutical Sciences, Matsuyama University

____F-01 |
BRESLCDRERICEI 2 ENBET — 2 OBERL Thb SO LU HE
Al BA

LM 1 794 T AFMESEHTE > 22— (CLST)
Noriko Katori
National Institute of Health Sciences

1977 £~ 1982 F  LBEKRTY AFREFHER 1B+LHE (EBFELD)
1982 £~ 1987 & K Dusseldorf KZEFE BHRE

1987 £~ 1989 F  ARAFEFIH £LFHE BF

1989 &£~ 1991 & Ny EZRRT BERAEEHN Y0y b —4—
1991 &£~ 1995 & TEFEHAKREMD. 78—V VELZ2— BEE
1995 F~ 2000 TrAP-HE IEHRRE. ER. BE

2000 £~ 2009 & HEIFEAXF KAFREHEBETFMER HiT

2009 F~IR1E BILFHIZERR  #EMZEFT OSC 8 KU CLST  LHikHIRE
2012 £~R1E B AR - EEEMER OIS L T —4—
2012 F~IRE METUAY XFREFHER TEHE FD
2015 & Gordon &% “Multi-Drug Efflux Systems” k& &

28th jssx Annual Meeting Tokyo

___F-02 |

RIVFFIVI RS 779 8—& LT DR & RMEIEZEL
FIL EE

HAZATERA R

HERRIESERNSH EEMAFEEAEE BERBERtLVE2— JUZAHIVT—2YA T XERER
EO

ALER 10 EROIFBEREYBEM T Z R T, BIRERERFICHRSE, 2009 F 4 B K VIR,
2012F 1 BASBEXRMZ U ZAHILT7 720V -0 0—/\IL) — REFER,

L___F-03 |
MBI BVT B FFEES & UBHEE TROZNBIEEEOTR L PIES
SH A

BERBAFEFIESE

1989 FF  HEAIR+FRBR - FEIER (1997 FX YRR, 2000 FITHEBICH S EED Tz HIRE)

2002 F EMEERZARFRE - AREELYZ— (2004 F£LY )

2004 & [A] - FEIER (2006 F & W EREAIEE, 2007 FIKEEF DT OIRE)

2007 £ K[E National Cancer Institute, Medical Oncology Branch, Clinical Pharmacology Program
|ZC visiting scientist 5% 3 #18R Cancer Therapy Evaluation Program(CTEP) (< THHE

2009 F BEEZRDPAFEFIERAZEST B0
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[ F-04 |
ZNNENHEE 7 )L @ Special Population N\®DEA
= =17
F—=HHASH FIUVRAL—YaFILAT I UER
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[FFE] 1986 F TEAFAFREFHIFELRIIBELRT FEFEL

(BFE] 1986 & FFAHEERAZERT « R FIRITAR ; 1987 & KE LB EAZERR (NIH).
AT A ALY Z—EFE (Maryland #N) ; 1990 £ AARX BV R
#t (Basel) ; 1993 4~ FERM). D IETHAZEFT; 1996 FRXA R - //INbT «
R 77—t (Basel) ; 2000 &/ /N\)V7 4 AT 7—< M) ; 2007 & KE/ /N
JL7 1 X (Novartis Institute for Biomedical Research. 7> 7)) w I I F 21—
) 52011 F 9 BE—=H#H

___F-05 |
MRENRE LEERRDRHKE - RBFEICOWVT
RO BE
RUTTBIAAERRERKGRIEEHIE HFRERE R

TR 19 F 3 B RRAFERFMRARHE
FrL 21 F 3 B RRAFAZREZ RN ENZFRELTRZET
TR 21 F 4 B IRITBUEAER mERESRIESHEBAL
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AN

Y VRI L (Symposium) 12

Clinical Pharmacology and Pharmacometrics DIS Part 2, Quantitative Systems
Pharmacology (QSP) for translational drug research and development
Organizer-Chairs: JIl& ERAY F—=Huan
Ryosei Kawai  R&D Division, Daiichi Sankyo Co., Ltd.
Chairs: HBlR ZEfE  REAFEZIHERRE XEBEHEF
Akihiro Hisaka Pharmacology and Pharmacokinetics, The University of Tokyo
Hospital

9:30~11:40

SY-12-01

TOP-DOWN, BOTTOM-UP OR MIDDLE-OUT: FUTURE REGULATORY SCENE IN THE USE OF PBPK
Amin Rostami
Manchester Pharmacy School, University of Manchester

Amin Rostami became a Professor of “Systems Pharmacology” at the University of Sheffield in
2007. He joined the University of Manchester in 2009 (Centre for Applied Pharmacokinetic
Research). He has published over 135 highly cited peer reviewed papers (over 5000 citations)
and has contributed to a number of book chapters. Amin has been an invited speaker at over
130 international meetings (several of them in Japan). As a co-founder of Simcyp Consortium
(1999) he has directed R&D activities of Simcyp Limited since its inception in 2001. This currently

involves overseeing the activities of a team of 40 scientists working on extrapolation of in vitro
data on drug metabolism, transport and pharmacological activity to predict in vivo
pharmacokinetics and PKPD in “virtual patients”. Simcyp Simulator, a sophisticated commonly-
used modelling and simulation platform for ADME by global pharmaceutical industry, is used by
several Japanese companies such as Takeda, Daiichi-Sankyo, Otsuka, Eisai and Dainippon-
Sumitomo. Amin has served as a member of the Editorial Board for many journals including
advisory board of DMPK, the official journal of The Japanese Society for the Study of Xenobiotics
(JSSX) and has recently received the JSSX Fellowship Award.

QUANTITATIVE PHARMACOLOGY: SEEING DRUG DISCOVERY AND DEVELOPMENT THROUGH NEW
EYES
Carolyn Cho

Modeling and Simulation, Global Clinical and Regulatory Development, Merck & Co.

Dr. Carolyn Cho has applied computer-based modeling and systems biology approaches to a
range of decisions in the drug development pipeline in the therapeutic areas of diabetes,
osteoporosis, Alzheimer’s and cardiac disease. She has previously held positions as Director,
Systems Biology Targets, at Pfizer and Global Head of Computational Systems Biology at Novartis
Institutes for Biomedical Research (NIBR), as well as at Physiome Sciences (Princeton, NJ),
SmithKline Beecham Pharmaceuticals (King of Prussia, PA), and Princeton University. Dr. Cho
received her Ph.D. in biological physics from the University of Toronto and studied at the
Institute of Space and Astronautical Science in Tokyo, Japan.

28th jssx Annual Meeting Tokyo

APPLICATION OF MECHANISTIC PHYSIOLOGICAL MODELING IN THE DRUG DEVELOPMENT PROCESS—
OVERVIEW AND CASE STUDIES
Michael Reed

Rosa & Co. LLC

Dr. Reed is the Chief Scientist at Rosa & Co. LLC and is responsible for managing strategic client
collaborations. His experience in applying mathematical models to product development has
given him unigue insight into the difficult issues faced by biotechnology, pharmaceutical, and
consumer product companies. In model development, he established rapport with clients to
facilitate mutual knowledge exchanges in metabolic disease areas. Mike's previous work in
preclinical pharmacology and drug development (Tularik, Shaman Pharmaceuticals) moved him

into lead positions for evaluating the safety and efficacy of candidates in animal models of
various diseases. Apart from metabolic diseases, his background also includes rheumatoid
arthritis, antibacterials, nutrition, exercise physiology, and pediatric and animal health.

Dr. Reed completed his B.S. degree in Biology and his M.A. degree in Exercise Physiology at The
University of Texas at Austin and attained a Ph.D. in Exercise Physiology at The Ohio State
University, where his research focused on the effect of muscle contraction on skeletal muscle
insulin resistance. Following his Ph.D., Dr. Reed completed a post-doctoral fellowship at Stanford
University with Dr. Gerald Reaven, focusing on the mechanistic evaluation of insulin resistance in

animal models of type 2 diabetes.

SIMULTANEOUS ANALYSIS OF LONG TERM CHANGES OF MULTIPLE BIOMARKERS IN ALZHEIMER'S
DISEASE BY STOCHASTIC REVERSE FRAGMENTATION
hak =fE
RRARFEFRMERER KEFHEF
Akihiro Hisaka
Pharmacology and Pharmacokinetics, The University of Tokyo Hospital

Akihiro Hisaka graduated, and received MS degree from Faculty of Pharmacy, Hokkaido
University in 1982 and in 1984, respectively. He joined Banyu Pharmaceutical Co. Ltd in 1984
and charged in researches of pharmacokinetics and drug metabolism. In 1999, he received PhD
degree from Faculty of Pharmaceutical Sciences, the University of Tokyo. In 2005, he joined the
University of Tokyo Hospital as an assistant professor in Department of Pharmacy. From 2007, he
served in the current position.
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E 212 (RoomE) October11 (Fri.)

Y RTIJ L (Symposium) 13

9:30~11:40

FE R DR R E AR il
Drug Metabolism DIS Part 2, Newly Based Technology in Drug Metabolism Research
Organizers « Chairs: /\k  H7F )L TERFAFREZMER ENFHEE
Kaoru Kobayashi Laboratory of Pharmacology and Toxicology, Graduate
School of Pharmaceutical Sciences, Chiba University
g FE VAT ARERARH RIERHEMRA RIERAHMRE
Kazuyoshi Nozaki Analysis and Pharmacokinetics Research Labs. Discovery
Drug Metabolism & Pharmacokinetics Astellas Pharma Inc.

FEMENREAE DR & LTHFE S |k iPS #ka
EXPECTATION TOWARD HUMAN iPS CELLS AS A GOOD TOOL TO USE FOR EXAMINATION OF
PHARMACOKINETICS
wx RF
LEHEMIUIAFZFAERELHAER BREFZDE
Tamihide Matsunaga
Graduate School of Pharmaceutical Sciences, Nagoya City University

2009- Professor, Nagoya City University
2001-2009  Associate Professor, Shinshu University Hospital

1988-2001  Research Assistant and Assistant Professor, Hokuriku University
1986-1988 Postdoctoral Fellow, National Cancer Institute, National Institutes of Health
1986 Ph.D., Kyushu University

.JW}"‘\

SY-13-02

INTERPLAY OF METABOLISM AND TRANSPORT IN SANDWICH-CULTURED HEPATOCYTES
Fix MR
Kazuhiro Tetsuka

Astellas Research Institute of America LLC

2011-present  Senior Researcher, Astellas Research Institute of America LLC

2005-2011 Senior Researcher, Astellas Pharma Inc.
2003-2005 Yamanouchi Pharmaceuticals
2003 Ph.D. in pharmaceutical sciences from Graduate School of Pharmaceutical

Sciences, Tohoku University

28th jssx Annual Meeting Tokyo

A NOVEL APPROACH TO IDENTIFICATION OF THE METABOLIC SITES OF DRUG CANDIDATES USING ION
MOBILITY SPECTROMETRY
BK HE
AEERTEGNEDOCIEHATR L 2— KYBIREHATAT RARERYEIEMARE
Atsushi Shimizu
Discovery Drug Metabolism & Pharamacokinetics, Pharmacokinetics Research Laboratories, Taiho
Pharmaceutical Co., Ltd.
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Atsushi Shimizu (1971-) has been working for Taiho pharmaceutical Co., Ltd. as a research
| scientist (metabolite analyses) since September 2009. He graduated from Keio University in 1994,

- - and received Ph.D. in natural product chemistry from Keio University in 1999.

| —

Sy
-

7Y 4

SY-13-04
—HiRREE S ROEMAHAENDIGH
LIVE SINGLE-CELL MASS SPECTROMETRY FOR DIRECT SINGLE CELL DRUG METABOLISM ANALYSIS
s B
MITITBUEANERIEEASEFT £ AT LMEL Y 2— —HREBESTHRF—LA
Tsutomu Masujima
Laboratory for Single Cell Mass Spectrometry, Quantitative Biology Center (QBiC), RIKEN

1978 Graduated the Graduate School of Faculty Science Hiroshima University
(Physical Chemistry and BioPhysics)

1978- Research Associate of Institute of Pharmacutical Sciences
Hiroshima University School of Medicine (BioAnalytical Chemistry)
(1981 Ph.D. in Science (Hiroshima Univ. Faculty of Sci. (Biophysics))

1981- Assistant Professor of Hiroshima Univ. Sch. Med., Inst. Pharm. Sci.

(BioAnalytical Chemistry)
1982- Associate Professor of Hiroshima Univ. Sch. Med., Inst. Pharm. Sci.
(BioAnalytical Chemistry)
(1982,83 Visiting Associate Prof. of Univ. Utah(USA), Department of Chemistry)
1989- Professor of Hiroshima Univ. Sch. Med., Inst. Pharm. Sci.
(BioAnalytical Sciences)
2002-2012  Professor of the Graduate School of Biomedical Sciences, Hiroshima Univ.
(Analytical Chemistry in Molecular Medicine and Devices)
2011- Team Leader
Single Cell Mass Spectromety Team, Quantitative Biology Center, RIKEN
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VKR L (Symposium) 14
ENAHOEHER L ZOHFRIE | BRH SHERA

Drug metabolism DIS Part 1, Factors involved in drug metabolism and its molecular
basis: From bench to bedside
Organizers « Chairs: HH &— RILAFAFIREFARR  RBRFEDEF
Kouichi Yoshinari  Division of Drug Metabolism and Molecular Toxicology,
Graduate School of Pharmaceutical Sciences, Tohoku

13:10~15:30

University
Eis  {HREA B—=HMIS WIRRERAS RYBIEHRAR

Nobuaki Watanabe Drug Metabolism & Pharmacokinetics, Research
Laboratories, R & D Division, Daiichi Sankyo Co., Ltd.

miRNA |2 & % ZEY B E R F O FRITRE
NEW KNOWLEDGE OF THE MICRORNA-MEDIATED REGULATION OF DRUG METABOLISM
hE X
SRAFERREMTE HFR MM FHREE
Miki Nakajima
Faculty of Pharmaceutical Sciences, Kanazawa University

2001-Present  Associate Professor, Kanazawa University
1997-2001 Research Associate, Kanazawa University
1994-1997 Research Associate, Showa University
1994 Graduated at Hokkaido University

EMBSEREEEFOICI T v 7 GRIMA : 7OE— 22— AFIVEEHRDIC
DNA METHYLATION PROFILE OF ADME-RELATED GENES AND ITS IMPLICATIONS IN PHARMACEUTICS
125 5
EFERARFERFR AR EEE
Wataru Habano
School of Pharmacy, lwate Medical University

1989 B.S., Science University of Tokyo

1991 M.S., Science University of Tokyo

1993-2006 Department of Clinicopathology, School of Medicine, lwate Medical University
2007-Present  Associate Professor, School of Pharmacy, Iwate Medical University

28th jssx Annual Meeting Tokyo

EMRHEEERHOBEFRALANINTOI/OR =7 | BAE. BRFENDFS

ROLE OF STEROL-RESPONSIVE TRANSCRIPTION FACTORS IN CYP3A GENE EXPRESSION

s E—
RICRFRFREFARH RBEFDEF

Kouichi Yoshinari
Division of Drug Metabolism and Molecular Toxicology, Graduate School of Pharmaceutical Sciences,
Tohoku University

Graduated from Faculty of Pharmaceutical Sciences, Tohoku University (1993).
Obtained Ph.D. from Graduate School of Pharmaceutical Sciences, Tohoku University (1998).
1998-2001: Postdoctoral fellow at NIEHS/NIH.
2001-2006: Research Associate/Lecturer, University of Shizuoka.
2006-present:  Lecturer/Associate professor, Tohoku University.
Received JSSX Award for Young Scientists (2009) and ISSX Asia-Pacific New
Investigator Award (2011).

TREERF D ERYNEH - RIENEZE)
DRUG METABOLISM UNDER DISEASE STATE
-EFFECT OF OBESITY ON DISPOSITION OF TACROLIMUS AND CUTAENOUS FENTANYL-
' TE
ERARFHIERP AR
Yoshimichi Sai
Department of Hospital Pharmacy, Kanazawa University, Japan.

2009-present  Associate Professor, Kanazawa University Hospital

2008- Associate Professor, Faculty of Pharmacy, Keio University, Japan

2004- Associate Professor, Kyoritsu University of Pharmacy

1994- Assistant Professor, Faculty of Pharmaceutical Sciences, Kanazawa University,
Japan

1997-1999 Postdoctoral Fellow, Tufts University School of Medicine

1994 Ph.D., Department of Biochemistry, Kanazawa University, Japan

1989 B.S., Department of Pharmaceutics, Kanazawa University, Japan

He is an awardee of Young Investigator Award, Japanese Society for the Study of Xenobiotics
(2004)
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EIUHERORMEIEY | FIERBOERLE ZOBRKICANEITT
MOLECULAR MECHANISM REGULATING CIRCADIAN EXPRESSION OF DRUG METABOLISM ENZYMES IN
HUMAN CELLS
1
NNKFEREREFAER  FHFENE
Satoru Koyanagi
Department of Pharmaceutics, Graduate School of Pharmaceutical Sciences, Kyushu University

2000 Ph.D., Pharmaceutical Sciences, Kyushu University

2000-2005 Research Associate, Fukuoka University

2005-Present  Associate Professor, Department of Pharmaceutical Sciences, Graduate School of
Pharmaceutical Sciences, Kyushu University




