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RETURN TO THE BASICS

- Does quality meet “user” requirements? -

REZzREZS
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CunicaL Data MANAGEMENT

Arcadia Ichigaya Shigakukaikan FIHATATHSE
4-2-25 Kudankita, Chiyoda-ku (22 8)
Tokyo 102-0073, Japan T102-0073 ERHBTFRARAEIL 4-2-25

Open and free discussion -

“Chatting Session” - will be IANUARY 2 -3 2007

held again in the morning of
the 1st day. Topics will include

HYZANF—ETRAVMERIZ, SH, B10EOREAREBR BLEHYELE,
¢ Quality of Clinical Data ZIT, TEAFHEBEWNSZIZCBEFE>TWNV=AFAL5IC, SEXELEAISD
e Introduction of Global BRELUTAFISYITOBREESEDRTY, SRICESEEEILL, StAERE
CDM Process BT SBIZ, AALEDBMEEo-0OMEEhTLENSELSIZ, 10 #1828, f
e CDMRole in Global TCIO&SET—023vTEBDI=ONERESTNBIEN HEMELLEE A B 10
(Asian) Study FORSAKTHICOBEIZ, COLILIEEEIBT D, SEOT—TIEIFEAE

¢ Actuality of Electronic BEZE31EERTVEEELE,
Data Capture

e Communication Skill with ]
Other Function for CDM It’s the 10 year anniversary for the Clinical Program Chairperson

Data Management workshop. This anniver- Atsushi Tsujii

This session will be conducted ;
sary, celebratory workshop promises to pro-  Amgen Limited, Japan

in Japanese only.
vide special new ideas. We encourage pro- Program Sub-chairperson

fessionals at every level of responsibility, Makoto Yobobor:

from beginners to experts, to participate in Bawsch & Lomb Japan Company, Ltd,,
this annual meeting. The objectives of this Japan

annual meeting are to improve the quality
of trials and to provide ideas for data man-

NO TRANSLATION will be available.

agement activities. However, it is easy to ??egé‘am Committee
lose the way if people forget what their real Mineko Fujimoto

objectives are. That's the reason why we set Amgen Limited, Japan
this year’s main theme. Fumsibito Havada

. ) L Takedn Pharmaceutical Cor Limited,
This annual meeting will deliver informa- I P:” ratenticas Sompany Limite
tion to attendees about the Japanese clinical Ricko Ichibara

data management processes, as well as pro- Pfiaer Japan Inc., Japan
vide opportunities to meet and network Hivoshi Maeda

with colleagues in Clini.cal Data Bellsystem24, Inc., Japan
Management. The sessions include: Hisashi Nomura, PhD

& Standards, Quality level Daiichi Pharmaceutical Co., Ltd., Japan
Hideo Sasak:i

Asahikasei Pharma Corporation, Japan
Takatoshi Sato

e Best practice of data management HyCLIPS Co., Ltd., Japan

e Technical solutions for data managers Tobru Uwoi, PhD
Bellsystem24, Inc., Japan

Toshihibo Watanabe
Bellsystem24, Inc., Japan

e Optimized process of data management
and clinical development

e New technology to affect data manage-
ment processes
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Monday, January 29, 2007

9:00-9:30 CDM Chatting Session Registration

9:30-11:30 CDM Chatting Session (CCS)
This session will be conducted in Japanese only.

Welcome Diug Information Association Representative

Return to “the Basics” 13:15-13:30
. . Introduction
Session Chairperson Atsushi Tsujiz, Executive Director, Clinical Development, Amgen Limired, Japan

Hideo Sasaki, General Manager,
Clinical Development Department,
Clinical Development and Investigation
Center, Asabikasei Pharma Corporation,

Japan

13:30-14:30 KEYNOTE 1:
Recent Approaches to New Drug Development by PMDA
Satoshi Toyoshima, PhD, Fxecutive Director and Director,
Center for Product Evaluation, PMDA, Japan

14:30-15:30 KEYNOTE 2:
Issues of New Drug Development in Japan
Kazutaka Ichikawa, Divector General, Japan Pharmaceutical
Manuﬁzcturers Association, Japan

hfifgékokéikan;

What “the Basics” Are 16:00-16:30

Session Chai Origin of CDM
efsxon' aupersons Hideo Sasaki, General Manager, Clinical Development Department, Clinical Development and
Hiroshi Maeda, Department Manager, Investigation Center, Asabikasei Pharma Corporation, Japan

Data Management Department, .
Clinical Development Division, 16:30-17:00

Medsical Support Business Unit, Current Status of CDM
Bellsystem24, Inc., Japan Fumihito Harada, Manager, Clinical Data Management and Biostatistics, Japan Development

Rieko Ichihara, Senior Manager, Center, Pharmaceutical Development Division, Takeda Pharmaceutical Company Limited, Japan

Clinical Data Operation Group, 17:06-17:30
Data Management, Pfizer Japan Inc., The Evolution of CDM: Where Are We Going?
Japan Kelly Vaillant, Executive Director, Global Development Operations, Clinical Data Management,

Amgen Inc., USA

GDM - January 29-30, 2007 - Arcadia Ichigaya

Statements made by speakers ave their own opinion and not necessarily that of the organization they represent, or that of the
Drug Information Association. Speakers and agenda are subject to change without notice. Recording of information,
in any type of media, is prohibited ar all DIA events without prior written consent from DIA.
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Tuesday, January 30, 2007 Parallel Tracks

nuitaneous transiation available

9:00-10:30 Session 3-4A

Electronic Data Capture

Session Chairperson
Toshibito Watanabe, Corporate Officer, Medical Suppors Business Uni,
Bellsystem24, Inc., Japan

9:00-9:30

Collaborative Technologies and Their Increasing Importance as
More Studies Move to EDC

Nicholas B Richards, Chief Operating Officer, Product Development,
DatalLabs, a ClinPhone company, USA

©:30-10:00

Flectronic Data Capture: Is This the Way to Go?
Lillian Chan, Senior Clinical Data Associate, Clinical Data
Management, Gilead Sciences, USA

16:00-10:30

Techniques for Web-based Randomization

Glen de Viies, Chief Technology Officer, Medidata Solutions Worldwide,
USA

9:00-17:00 TRACK B Simat

9:00-10:30 Session 3B

Tutorial 1

Session Chairpersons

Hisashi Nomasra, PhD, Associate General Manager, Data and

Biostatistics Center, R&#'D Division, Datichi Pharmacentical Co.,

Lid,, Japan

Funika Niita, Assistant Manager, Data and Biostatistics Center,
R&D Division, Dasichi Pharmaceutical Co., Ltd., Japan

9:08-10:00

Re-considering the Quality of Data Processing

Osamu Kowmiyama, Manager, Statistical Research and Consulting,
Biostatistics Development Operations, Pfizer Japan Inc., Japan

10:00-10:30

Data Quality Centrol: Identification of Frror Rate
Evaluation

Atsushi Sakaki, Data Processing Group, Biometrics Department,
Chugai Clinical Research Center Co., Ltd., Japan

11:00-12:30 Session 3-4A continued
Electronic Data Capture

11:00-11:45

Approach to Implement EDC Globally

Andyeas Grass, PhD, Head, Electronic Data Capture - Europe and
Overseas, Data Acquisition and Management/Electronic Data
Capture - Europe and Overseas, Bayer Vital GmbH, Germany
Atsushi Nagano, EDC Superuser, Remote Data Operation, Data
Acquisition and Management, Bayer Yakubin, Ltd., Japan

11:45-12:30

The Case Réport on the Experience of Applying EDC to
a Multicenter Clinical Study in Japan

Tsutomu Tsukinda, Data and Biostatistics Center, R&D Division,
Daiichi Pharmaceutical Co., Lid., Japan

11;00-12:30 Session 4B

Tutorial 2

Session Chairpersons

Hiroshi Maeda, Department Manager, Data Management
Department, Clinical Development Division, Medical Support
Business Unit, Bellsystem24, Inc., Japan

Yuri Sakuma, PhD, Group Manager, Biostatistics and Data
Management Department, Janssen Pharmaceutical KX, Japan

11:00-11:45

Handling of Adverse Event Data

Makoto Yokobori, Manager, Clinical Development, Bausch &
Lomb Japan Company, Ltd., Japan

11:45-12:30

Flectronic Data Capture Introduction

Atsushi Tsujiz, Executive Director, Clinical Development,
Amgen Limited, Japan
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B Stmmlianeows translation available

13:30-15:00 Session 5A
Global Clinical Data Management

Session Chairpersons

Mineko Fujimoto, Associate Director, Clinical Data Management,
Clinical Development, Amgen Limired, Japan

Reiko Takada, Assistant Manages, Clinical Data Management,
Clinical Development, Amgen Limited, Japan

13:30-14:00

How to Choose the Best Format of the WHO Drug
Dictionaries to Meet Both Good Data Entry Procedures and
Enable Powerful Statistical Output

Anders Hansson, Senior Business Developer Japan, UMC Products
and Services, Sweden

14:00-14:30

Quality, Accuracy, and Management of the Translation Process
Ellen Boyar, Translation Manager, Custom Information Services,
Thomson Scientific, USA

14:36-15:00

Transformational Practices in Clinical Data Management
(CDM) QOutsourcing

Vikas Jain, Business Analyst, Global Life Sciences, HCL Technologies
Limited, India

Narender Dureja, Group Project Manager and Head of Bio-Pharma
R&D Center of Excellence, Global Life Sciences, HCL Technologies
Limited, India

15:30-17:30 Session 6A

Safety Data Management

Session Chairpersons

Foumibito Harada, Manager, Clinical Data Management and
Biostatistics, Japan Development Center, Pharmaceutical Development
Division, Takeda Pharmaceutical Company Limited, Japan

Machiko Nishiyama, Assistant Manager, Clinical Data Management
and Biostatistics, Japan Development Center, Pharmaceutical Development
Division, Tirkeda Pharmaceutical Company Limited, Japan

15:30-16:00

Creation of High-quality Integrated Safety Databases Using E2B
Sridhar Mantha, Associate Director, Safety Systems, Product Safety,
MedImmune Inc., USA

16:90-16:30

Gathering and Use of Drug Safety Information for Pharmaco-
vigilance in PMDA

Kaori Nowmura, Chief, Safety Information Division, Office of Safery,
PMDA, Japan

Chieko Ishiguro, Surveillance and Analysis Division, Offfice of Safezy,
PMDA, Japan

16:30-17:00

Distribution of Serious Adverse Events Related Information
Utilizing Web-based Patient Registration System

Eriko Aotani, Manager, Clinical Trial Coordinating Center,

The Kitasato Institute, Japan

17:00-17:30

Using CDISC Standards and eClinical Technologies to Improve
Patient Safety Monitoring during the Conduct of Clinical Trials
Wayne Kubick, Senior Vice President and Chief Quality Officer, Phase
Forward Inc., USA

9:00-17:00 TRACK B :

13:30-15:00 Session 5B
Tutorial 3

Session Chairpersons

Rieko Ichibara, Senior Manager, Clinical Data Operation
Group, Data Management, Pfizer Japan Inc., Japan
Yutaka Sugibara, Head of Statistical Reporting Group,
Biostatistics and Statistical Reporting Department, Novartis
Pharma KK, Japan

13:30-14:15

What Are the Useful Analysis Datasets for Document
Management and Statistics?

Mizuki Hayashi, Clinical Research Development, Mochida
Pharmaceutical Co., Ltd., Japan

Atsushi Hagino, Clinical Research Development, Mochida
Pharmaceutical Co., Ltd., Japan

Tsutoma Yajima, Clinical Research Development, Mochida
Pharmaceutical Co., Lid., Japan

14:15-15:00

CDISC Standards (Overview of SDTM)

Hiroyuki Nishimoto, Assistant Manager, Clinical Data
Management and Biostatistics, Takeda Pharmaceutical Company
Limited, Japan

15:30-17:00 Session 6B

Various Areas for CDM

Session Chairpersons

Takatoshi Sato, Chairman, HyCLIPS Co., Lid., Japan
Harumi Kaba, Chief Data Manager, JCOG Data Center,
Statistics and Cancer Control Division, National Cancer
Center, Japan

15:30-16:00

CDM in the PMS

Yoshie Yamashita, Team Manager, Dara Management
Department, Clinical Development Division, Medical
Support Business Unit, Bellsystem24, Inc., Japan

16:00-16:30 |
Get Back to the Basics of Quality Control with
Investigator-sponsored Clinical Trials

Shizuko Takahara, Biostatistics and Data Management
Group, Foundation for Biomedical Research Innovation,
Tianslational Research Informatics Center, Japan

16:30-17:00
Presentation to be announced
Representative Invited, Japan
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FAX GR MA]L T§§E REGESTRAT!OM FGRM OR REG!S?ER ONUNE hﬁp‘flwww.éiahome org

Eegls%ra'&wn Forms shouid be foma?éed to ihe Brug in§ormaticﬁ Asseclatnon, c (Japan) fo;ce. Levei 2; Toranomon S
: ‘!0 Msﬂ Suﬁdmg, -‘!8-1 Toranomon, Mmato-ku, Tokyo 195-0093 lapan : -ief +81_«({3)3-$$‘!3, 113’3 & fax. +81‘-(0}3*5_511-0100\, e

PLEASE CONSIDER THIS FORNM AN INVOICE  DIA will send participants a confirmation letter within 3 to 5 business days after receipt of their registration.
10th Annual Workshop for Clinical Data Management e Meeting LD. # 067301 ~ January 29-30, 2007, Arcadia Ichigaya Shigakukaikan, Tokyo, Japan

REGISTRATION FEES  Please check all applicable fees. If DIA cannot verify your membership upon receipt of vegistration form, you will be charged the nonmember fee. Registration fee includes
refreshment brealks and reception. Registrations will be accepted by mail, fax, or email.

IEWVIBER EARLY-BIRD OPPORTUNITY On or before DECEMBER 308, 2006 On or after DECEMBER 30, 2008
Available on nondiscount member fee only. Total Amount Due with Total Amount Due with
Meeting Fee 5% Consumption Tax Meeting Fee 5% Consumption Tax
B Member Fee ¥ 42,000 ¥ 44,100 O3 ¥ 48,000 ¥ 50,400 O
Join DIA now to qualify for the ecrly-bird member fee!
www.dizhome.org/docs/Membership MEMBERSHIP L3 ¥ 14,000 ¥ 14,700 (includes 5% Consumption Tax)
*To qualify for the early-bird discount, registration form and accompanying payment must be received by the date above. Does not apply to gover Jacademiafnonprofit ber rates.
B Nonmember Fee ¥ 74,500 ¥ 78225 O
A one-year membership to DIA is available to those paying a8 NONMEMBER meeting registra-
tion fee. If paying a nonmember fee, please indicate if you do, or do not, want membership, | want to be a DIA member Lk | do NOT want to be a DIA member (2
B> Discount Fees MEMBER NORMEMBER*
Government (Full-time) ¥ 25,000 ¥ 26,250 [ | ¥ 40,000 ¥ 42,000 03
Charitable Nonprofit/Academia (Full-Time) ¥ 35,000 ¥ 36,750 03 ¥ 53,500 ¥ 56175 O
*#If paying a nonmember fee, please check one of the boxes above, indicating whether you want bership.
{1 To receive a tabletop exhibit application, please check. PAYMENT METHODS Please check payment method.
[} BanK TRaNSFER TG CITIBANK, N.A., Akasaka Branch, Prudential Plaza, Nagatacho 2-13-10,
. Chiyoda-ku, Tolkyo 100-0014, Japan. Drug Information Association Ordinary Account Number:
Please check the applicable category below: ' -
PP gory 7585284, SWIFT CODE # CITIJPJT. Your name and company, as well as the above meeting LD.
3 Academia L Government L Industry number, must be included on the transfer document to ensure payment to your account.
{2 cso [ student (Call for registration information) Please include BANK SFER REFERENCE &

PAYIMENT BY CREDIT CARD is available online only — www.diahome.org

ast Name First Name M.l Degrees Oor Qv O3 Ms.
Job Title Affiliation (Company)

Address City State Zip/Postal Country {Address a5 raguiced Tor delivery in you

email (Reguired for ematied confirmation} Phone Number (Required) Fax Number

CANCELIATION POLICY: On or before JANUARY 23, 2007
Administrative fee that will be withheld from refund amount Member/Nonmember = ¥ 21,400 « Government/Academia/Nonprofit (Member/Nonmember) = ¥ 10,700

Cancellations must be in writing and be received by the cancellation date above. Registrants who do not cancel by that date and do not attend will be responsible for the full
registration fee paid. Registrants are responsible for cancelling their own hotel and airline reservations. You may transfer your registration to a colleague at any time but mem-
bership is not transferable. Please notify DIA of any such substitutions as soon as possible. Substitute registrants will be responsible for nonmember fee, if applicable. DIA reserves
the right to alter the venue, if necessary. If an event is cancelled, DIA is not responsible for any airfare, hotel or other costs incurred by registrants.

TRAVEL AND HOTEL DPlease make your airline reservations as early as possible to CONTACT AND TABLETOP EXHIBIT INFORMATION

ensure availability. There are a limited number of rooms at the Arcadia Ichigaya Artendees are welcome to visit the limited tablerop exhibits during
at the reduced rates shown below. Please make your room reservations as soon as the meeting and receptions. For meeting and rabletop exhibit information,
possible. ‘ contact:
Single ¥8,000/night Twin ¥14.000/night Yuka Nekamura at the Drug Information Association, LLC
Address: 4-2-25 Kudankita, Chiyoda-ku, Tokyo 102-0073 office in Tokyo by telephone +81-(0)3-5511-1131,
Tel (general): +81-(0)3-3261-9921 e Fax (reservation): +81-(0)3-3261-7760 fax +81-(0)3-5511-0100 or email diajapan@diajapan.org

E-mail (reservation): shukuhaku@arcadia-jp.org
URL: hep://www.arcadia-jp.org/rop.htm

If you are interested in obtaining space for a tabletop exhibir,
. ) please check the box in the REGISTRATION FEE area above.
To reserve your room, please contact the Arcadia Ichigaya above and mention

the DIA Workshop.
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