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As the international meeting for professionals, we encourage all levels,
from beginners to experts, to participate this annual meeting, and we
hope to provide a more sophisticated program than ever before. Changes
in ‘Information” and ‘Technology’ are fast-growing , complex, global, and
massive. Recently, however, we can hear the word ‘smart’ regarding these
changes - because people don’t hope to be swayed by them, they hope to
take advantage of them. We think that the environment surrounding the
CDM is similar to this. Therefore the theme was determined as “SMART
CDM” because we would like to consider with you how we can foster smart
CDM. This workshop is expected to form sessions on the following topics.

+ Standardization, Safety, Speedy, Strategy, Simplification
* Management, Metrics, Metadata, Multinational

» Assurance, Asia, Adaptive design, Accuracy

* Risk based approach, Regulation, Reliability, Relationship
* Technology, Teamwork, Terminology, Translate

Objectives  of this workshop are to improve the qual-
ity of clinical research and data management activities. This an-
nual workshop will provide information to attendees about the
international clinical data management and attendees will get oppor-
tunities to network with colleagues in global Clinical Data Management.

Who Should Attend
This program will benefit the following individuals:
¢ Clinical data managers
» Clinical research coordinators
* Biostatisticians
* Clinical development professionals
¢ Information technology professionals
*  QC/QA professionals
« Regulatory affairs professionals

Tabletop Exhibit Opportunity

For information, contact DIA Japan

Nisso 22 Bldg. 7F, 1-11-10 Azabudai, Minato-ku, Tokyo 106-0041 Japan
Tel: 81-3-5575-2130 | Fax: 81-3-3583-1200

email: diajapan@diajapan.org

Simultaneous Translation Available
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DAY 1| THURSDAY, FEBRUARY 7, 2013

9:00-9:30 CCS(CDM CHATTING SESSION) REGISTRATION
2ND FLOOR LOBBY
9:30-11:30 CCS(CDM CHATTING SESSION) MEETING ROOMS (4F)

This session will be conducted in Japanese only.

FACILITATORS:

Kazuki Furuno
Manager, Clinical Development Planning and Management, Mochida
Pharmaceutical Co., Ltd.

Masako Karino, PhD

Group Manager, Post-Marketing Study Data Management

& Biostatistics Group, Post-Marketing Study Department,
Pharmacovigilance & Quality Assurance Division, Mitsubishi Tanabe
Pharma Corporation

Takeshi Kawakami

Japan Clinical Informatics & Innovation, Development Operations,
Development Japan, Pfizer Japan Inc.

Junji Kobayashi

Biostatistics & Data Management Group, Santen Pharmaceutical
Co,, Ltd.

Hidenobu Yoshida

Japan Data & Statistical Sciences Group Manager, Abbott Japan
Co., Ltd.

15:10-15:40

m 13:40-14:10

Different Departments, Different Needs - is there
really ONE Standard Management Possible?

Claus Lindenau, PhD
Managing Director, ClinFusion, Germany

m 14:10-14:40

Standards for Clinical Research: What Data
Managers Should Know

Anita Walden
Sr. Informaticist, Biomedical Informatics, Duke Translational
Medicine Institute, Duke University, USA

m 14:40-15:10

Reconsideration of Clinical Data Management

Hiroshi Ohtsu, MS
Project Assistant Professor, Department of Clinical Trial Data
Management, the University of Tokyo

COFFEE BREAK ZUIUN (2F)

12:00-13:00 WORKSHOP REGISTRATION 2ND FLOOR LOBBY
13:00-13:10 WELCOME AND OPENING REMARKS

LARGE HALL (5F)
Ko Sekiguchi

Director, DIA Japan

Makoto Yokobori
Program Chair / President, Suxac Inc.

13:10-15:10 SESSION 1

Journey to SMART CDM

SessioN Co-CHAIRS

Manami Hashimoto

Oncology Data Management Group, Oncology Biometrics and Data
Management Department, Novartis Pharma K.K.

Keisuke Utsumi

Section Manager, eDM Section, Biomedical Data Sciences
Department, Development & Medical Affairs Division,
GlaxoSmithKline K.K.

Do you have a picture for “SMART CDM”? Changes in the world are very fast.
Especially ‘Information” and ‘Technology’ are growing to be complex, globalize,
and mass. CDM is expected to be simple and cool (= SMART!). In this session, we
would like to discuss what is “SMART CDM” from standardization, technology,
process, communication, and so on. Shall we enjoy “SMART CDM”!

m 13:10-13:40

Win the Global Clinical Data Management
Battlefield -SMART Way!

Divya K. Bhati, MBA, MSc, PMP
Research Scholar, Institute of Health Management
Research(IlIHMR), India

Upcoming Events

MARCH 16, 2013
Nomura Conference Plaza Nihonbashi, Tokyo
3rd Labeling Workshop in Japan

APRIL 15-16, 2013

Nakano Sunplaza, Tokyo

7th Annual Conference in Japan
for Asian New Drug Development

JULY 11-12, 2013
lvy Hall, Tokyo
4th Cardiac Safety Workshop in Japan

Private Social Function Policy

DIA does not allow hospitality functions to be held during any DIA
meeting sessions, scheduled exhibit hours, or social events. Therefore,
the hours noted below are the only hours that are acceptable for
hospitality functions.

All times are acceptable
Before 8:00 am and after 20:00 pm
Before 8:30 am and after 19:00 pm

Wednesday, February 6
Thursday, February 7
Friday, February 8




DAY 1| THURSDAY, FEBRUARY 7, 2013

15:40-17:45 SESSION 2 LARGE HALL (5F)
Approaches for Global Studies - Asian Challenges
SessioN Co-CHAIRS

Mariko Mizumoto

Manager, Data Management Group, Clinical Data and Biostatistics
Department, R&D Division, Daiichi Sankyo Co., Ltd.

Yukiko Nagata

Manager, Clinical Data Management, Clinical Data Science
Department, Japan Development Center, Pharmaceutical
Development Division, Takeda Pharmaceutical Company Limited

Under recent diversification in styles of clinical studies, “ASIA” is a must keyword,
even in CDM function, for multinational studies and global outsourcing.

From the standpoint of data management, how should we efficiently approach
Asian studies involving various regulations, multi-cultural environments and
diversified processes? In this session, we would like to share information based
on various experiences and exchange opinions on what Asian CDMs generally
consider as a global partner under the circumstances surrounding ASIA.

m 15:40-16:10

Implementation of CDISC standards and Clinical
Data in English language - Endeavors by Mid-size
Japanese Pharma -

Junji Kobayashi

Biostatistics & Data Management Group, Clinical Development

Center, Santen Pharmaceutical Co., Ltd. YOU ASKED!

WE DELIVERED!

m 16:10-16:40
Reducing Data Management Challenges in ASIAN
Clinical Studies Your DIA membership includes new
Sourav Gupta opportunities to Network and Learn:
Head-Strategy, DDi, MakroCare, India
m 16:40-17:10 Access to One Free Archived
Aim at Data Management as a Global Member Webinar
Miyako Tanada Access to a special DIA ConneX
T s oo o2 Global Member Directory
Subscriptions to the Global Forum
m 17:10-17:40 and Drug Information Journal
Our Experience of Executing a Multi-national Study Members-only discounts on

Using Data Management Resource in Japan

Yu Jincho, JD, MSc
Clinical Scientist, GlaxoSmithKline K.K.

professional development
opportunities

Much more!

18:00-19:30 RECEPTION ZUIUN (2F)

Visit www.diahome.org/benefits
for complete details.

www.diahome.org

Contact and Exhibit Information

For meeting and tabletop exhibit information, contact DIA Japan:

Telephone: +81-3-5575-2130 | Fax: +81-3-3583-1200 | email: diajapan@diajapan.org




DAY 2 | FRIDAY, FEBRUARY 8, 2013 n

8:30-9:00 REGISTRATION 2ND FLOOR LOBBY m 11:00-11:30
Using Metadata Repository for Clinical Integration
9:00-10:30 SESSION 3 LARGE HALL (5F) and Interoperability

Looking at SMART IT

SessioN Co-CHAIRS

Noriko Kawamura

Group Manager, Data Management Group, Data Science, Drug
Development Division, Dainippon Sumitomo Pharma Co., Ltd.
Kenji Nagaya

General Manager, Clinical Data Management and Biostatistics,

Pharmaceutical Development Division, Pharmaceuticals Group,
Nippon Kayaku Co., Ltd.

While computerization and networking every type of information which are
related in medical site and clinical study continue to expand, standardization and
integration of data have been implementing. As we say, Electronic Healthcare
Record (EHR)/Electronic Medical Record (EMR) Systems, Clinical Trial
Management Systems (CTMS), Interactive Voice/Web Response System (IVRS/
IWRS), Randomization and Trial Supply Management (RTSM), Electronic Data
Capture (EDC) Systems, or electronic Patient Reported Outcome (ePRO), etc.
These system integrations are glowing with global standards (e.g., Health Level
Seven (HL7), Clinical Data Interchange Standards Consortium (CDISC), and so
on.). And now, a concept of Single Source Data Collection is a reality.

In this session, we'd like to discuss with you how we can use these systems with
SMART.

m 9:00-9:30
Do you Really use your Smart IT System

Thoughtfully?

Hiroaki Yasui
Associate Director of Japan Operation, Perceptive Japan

m 9:30-10:00
Single Source Data Collection and the Evolving
Role of Data Managers of the Future

Reza Rostami, MBA, RAC
Assistant Director, Quality Assurance and Regulatory
Compliance, Duke Clinical Research Institute, USA

m 10:00-10:30
Reusing data from Electronic Health Records in
Clinical Trials

Alan Yeomans, MSc
Quality Manager, Pharma Consulting Group AB, Sweden

10:30-11:00 COFFEE BREAK ZUIUN (2F)

11:00 Am-12:30 SESSION 4 LARGE HALL (5F)
Finding the Right Path: for SMART Data Integration and
Interoperability

SessioN Co-CHAIRS

Junko Kondo

Onshore Liaison, Business Process Outsourcing, Accenture Japan

Motohide Nishi, MBA
Director, Asia Pacific Data Sciences & Solutions, Development
Center of Excellence Asia Pacific, Eli Lilly Japan K.K

Exchanging reliable data timely is one of the challenges in clinical research today.
Substantial resources and times have been spent in organizations for data
integration and interoperability. One of the mistakes we did in the past was that
data integration and interoperability were solved as a data rather than a problem
with the use of data standards, metadata, and clinical data repository. This
session will consider end to end clinical data process to facilitate data integration
and interoperability through discussions on “Metadata”, “Standardization”, and
“Clinical Data Repository”.

Srinivasan Anandakumar, MBA
Sr. Manager, Projects, Cognizant Technology Solutions, USA

m 11:30 av-12:00
Standardization of Clinical Study Databases: on the
Value of Metadata Driven Data Modeling

Charlotte Mauron, MSc
Senior Manager, F. Hoffmann-La Roche, Switzerland

m 12:00-12:30
Being CDR SMART

Subra Subramanian, MBA
Director, Product Strategy, Oracle Health Sciences, USA

12:30-13:30 LUNCH BREAK FREE LUNCH AVAILABLE IN ZUIUN (2F)

13:30-15:45 SESSION 5
Face the “Risk Based Approach”
SessioN Co-CHAIRS

Yumi Sugiura

Clinical Data Quality Manager, Regional Clinical Operation Japan,
Bristol-Myers K.K.

Makoto Yokobori

President, Suxac Inc.

LARGE HALL (5F)

A lot of effort has been expended to avoid every risks in generally. However,
in considering the productivity and efficiency, it is difficult to invest maximum
effort against all risks always. Therefore, it is required to consider the balance
of risk/benefit recently by analyzing and prioritizing Risks. CDM is familiar,
and managing a lot of data. From this, we'd like to discuss the concept of risk
management from the point of view of controlling the quality of clinical data, and
the detection method of the risk.

m 13:30-14:00
Optimizing data validation

Andrew Newbigging
Senior Vice President, Development, Medidata Solutions
Worldwide, United Kingdom

m 14:00-14:30
TCS Solution for SMART CDM

Devraj Goulikar
Head, Platform Solutions Life Science, TATA Consultancy
Services, India

m 14:30-15:00
The FDA Guidance of Risk-based Approach to
Monitoring as Viewed by CDM

Bill Gluck
Vice President, Clinical and Consulting Services, DATATRAK
International, USA

m 15:00-15:45
Multivariate Bayesian Logistic Regression for
Analysis of Clinical Trial Safety Issues

William DuMouchel, PhD
Chief Statistical Scientist, Oracle Health Sciences, USA




DAY 2 | FRIDAY, FEBRUARY 8, 2013 -

15:45-16:15 COFFEE BREAK ZUIUN (2F)

16:15-16:35 LARGE HALL (5F)

CCS (CDM Chatting Session) Report

Kazuki Furuno
Clinical Development Department, Mochida Pharmaceutical Co.,
Ltd.

16:35-18:00 SESSION 6

Let’s Discuss what the Integrity is!
SessioN Co-CHAIRS

Kenji Nagaya

General Manager, Clinical Data Management and Biostatistics,
Pharmaceutical Development Division, Pharmaceuticals Group,
Nippon Kayaku Co., Ltd.

Hideaki Ui, PhD
Principal Inspector, Office of Conformity Audit,
Pharmaceuticals and Medical Devices Agency (PMDA)

Keisuke Utsumi

Section Manager, eDM Section, Biomedical Data Sciences
Department, Development & Medical Affairs Division,
GlaxoSmithKline K.K.

Generally, all clinical data are stored in the Data Managers. For this reason, Data
Managers have an important role to assure the result of a clinical research.
Additionally, Data Managers are required to understand the principle of integrity
because of electronic and globalization environment today.

This session provides opportunities to discuss about what is integrity. Therefore,
we will hear opinions from two different view points, Regulator and Data
Manager. This session is expected to give us a clearer picture of what truly
meaningful integrity is.

m 16:35-16:55
From Regulator’s Point of View

Hideaki Ui, PhD
Principal Inspector, Office of Conformity Audit,
Pharmaceuticals and Medical Devices Agency (PMDA)

m 16:55-17:10
From Clinical Data Manager’s Point of View

Makoto Yokobori
President, Suxac Inc.

m 17:10-18:00

Panel Discussion
All speakers for this session

18:00 WORKSHOP ADJOURNED

Lt EhE
Solutions

49™ ANNUAL MEETING

June 23-27, 2013 | Boston, MA

Boston Convention and Exhibition Center
www.diahome.org/DIA2013

DIA 2015

Advancing Therapeutic Innovation and Regulatory Science
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REGISTRATION FORM: Register online or forward to
DIA Japan, Nisso 22 Building, 7F, 1-11-10 Azabudai, Minato-ku,

Tokyo 106-0041 Japan

tel +81-3-5575-2130 « fax +81-3-3583-1200

16th Annual Workshop in Japan for CLINICAL DATA MANAGEMENT
SMART CDM

Event #13301 » February 7-8, 2013 | Tower Hall Funabori, Tokyo, Japan

DIA will send participants a confirmation letter within 10 business days after receipt of

their registration.

Registration Fees If DIA cannot verify your membership, you will be charged the
nonmember fee. Registration fee includes refreshment breaks and reception (if applicable),
and will be accepted by mail, fax, or online.

Join DIA now to save on future meetings and to enjoy the benefits of membership for a full
year! www.diahome.org/Membership

Nonmember
A one-year membership to DIA is available to those paying a NONMEMBER registration fee.
If paying a nonmember fee, please indicate if you do, or do not, want membership.

I DO want to be a DIA member Q DO NOT want to be a DIA member Q

All fees listed below include
the 5% consumption tax.

On or before After

Member Early-bird Opportunity Jan.17 Jan.17
Available on nondiscount member fee only. ¥ 4400 Q ¥ 50,400 O
MEMBER NONMEMBER
Industry ¥ 66,150 QO
Non-Profit/Academia ¥ 26,250 O ¥ 42,000 O
Government ¥ 26,250 A ¥ 42,000 A

*If paying @ nonmember fee, please check one box above, indicating whether you want membership.

TO RECEIVE AN EXHIBIT APPLICATION, PLEASE CHECK

Please check the applicable category:

O Academia O Government Q Industry

O CSO (Contract research/service organization) O Student (Call for registration information)

Last Name

First Name M.I.
Degrees Q Dr. OQMr. OMs
Job Title

Company

Address (As required for postal delivery to your location)

City State Zip/Postal Country
email Required for confirmation
Phone Number Required Fax Number

TRAVEL AND HOTEL

There are a limited number of rooms at the Hotel Grand Palace at the
reduced rates shown below. Room availability at this rate is guaran-
teed only until January 6, 2013 or until the room block is filled.
Attendees should make their airline and room reservations as soon
as possible.

Single ¥ 18,050/night / Twin ¥ 21,525/night

Address: 1-1-1 lidabashi, Chiyoda-ku, Tokyo 102-0072, Japan
Telephone: +81-(0)3-3264-3078 / Fax: +81-(0)3-3230-6822
email: toru-ishikawa@grandpalace.co.jp

URL: http://www.grandpalace.co.jp/english/index.html

To reserve your room, please contact the Hotel Grand Palace
above and mention the DIA Workshop or click here for the Hotel
Reservation Form.

CANCELATION POLICY: On or before January 31, 2013
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥21,400
Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,700

Tutorials Only = ¥6,000

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 membership 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.

TABLETOP EXHIBIT INFORMATION

For information, contact DIA Japan

Telephone +81.(0)3.5575.2130 | Fax +81.(0)3.3583.1200
email diajapan@diajapan.org

If you are interested in obtaining space for an exhibit, please check the
box in the REGISTRATION FEE area on the left.

PAYMENT OPTIONS:
Register online at www.diahome.org or check payment method.

O BANK TRANSFER TO:
MIZUHO BANK LTD., Kamiyacho branch, Tranomon 45 MT Bldg.,
5-1-5 Toranomon, Minato-ku, Tokyo 105-0001, Japan
DIA Japan Ordinary Account Number: 1273382
SWIFT CODE # MHBKJPJT.

Your name and company, as well as the above event I.D. number, must be
included on the transfer document to ensure payment to your account.

All local and overseas charges incurred for the bank transfer must
be borne by payer.

Please include BANK TRANSFER REFERENCE #

PAYMENT BY CREDIT CARD /s available online - www.diahome.org
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www.diahome.org
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Worldwide Headquarters
Drug Information Association, Inc.
800 Enterprise Road, Suite 200
Horsham, PA 19044, USA

Regional Offices
Basel, Switzerland Tokyo, Japan
Mumbai, India Beijing, China
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« Standardization, Safety, Speedy, Strategy, Simplification

* Management, Metrics, Metadata, Multinational

« Assurance, Asia, Adaptive design, Accuracy

+ Risk based approach, Regulation, Reliability, Relationship

« Technology, Teamwork, Terminology, Translate
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Tel: 03-5575-2130

Fax: 03-3583-1200
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m 16:10-16:40
Reducing Data Management Challenges in ASIAN YOU ASKED
Clinical Studies &
MakroCare WE DELIVERED!

Sourav Gupta

Your DIA membership includes new

® 16:40-17:10 opportunities to Network and Learn:
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#E # Access to One Free Archived

Webinar
m 17:10-17:40 Access to a special DIA ConneX

Our Experience of Executing a Multi-national Study Global Member Directory

Using Data Management Resource in Japan Subscriptions to the Global Forum

737 AR A& and Drug Information Journal

HE M )
Members-only discounts on
professional development
opportunities

18:00-19:30 BRI BE 2ME B

Much more!

Visit www.diahome.org/benefits
for complete details.
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Duke Clinical Research Institute
Reza Rostami

m 10:00-10:30

BRREBRICHITBBFHIVTHESDT —2BF A

Pharma Consulting Group AB
Alan Yeomans

10:30-11:00 a—t—JL4% 2B WE
11:00-12:30 tyial4 SEE Ak—JL
SMARTG T — 2R Ea S LUHEERMDORRICMIFT
EE

FHE FaTHRSH

R IEF

BARS—F4))—tR &4t

A EF

BHECERDT &2 L)~ BTN S HDEBRKHRDEF TOHRED
—DCHB. T —HFEHLOT —2HEEERMOBRICIE B EEREFED
BREINTERLADELTEBED—DIL. T—2HFEE LU T —2HEER
HDBEE" T —2IFE AT =L EBRT 2RI M) OREELTTIES
(BT —20OBE ELTRO TERTENEIFOSNS, DLy 3 v TR
A AT =R RRT — 2RV M) DEmEEL (T —2REEEER
HEBET Bz DERRT —2 7Ot X UC DN TDREETEIT D,

m 11:00-11:30

Using Metadata Repository for Clinical Integration
and Interoperability

Cognizant Technology Solutions

Srinivasan Anandakumar

m 11:30-12:00

Standardization of Clinical Study Databases: on the
Value of Metadata Driven Data Modeling

F. Hoffmann-La Roche

Charlotte Mauron

m 12:00-12:30
Being CDR SMART
Oracle Health Sciences
Subra Subramanian

12:30-13:30 SUFILAY gercRELsYET 2B RE
13:30-15:45 +yi3rs 5k KHB—IL
YRIERZ T4V FDSMARTEHINTGV RAEEZS

ER

TYRAMLRAY—X K&

2E R#

B a2 —Fys

HE B

TR ETOURY = OBEIRRUEIE T 5101 Z<DFNHEPEINTEEE
ABNB. LO L EEN -hERUEAEEZSD LT H50 5 RVICH L TBICRAR
DHENEFEAGTETHLVD CDTEDNSEEIFI RV /R T 1Y bDINTV R
EEZCIRTIIZIA YT HTENRDEN TS, COMIEZ DT — 2% EER
L ZLTRIIL TV D, 2DTELY COMEDBTZRATLD R DR 4.
BRUOT—2DREEEETBHIIENDRT/NZ T 1Y FDEZHICDONTHEE
L7zl

m 13:30-14:00
Optimizing data validation
Medidata Solutions Worldwide
Andrew Newbigging

m 14:00-14:30
TCS Solution for SMART CDM
TATA Consultancy Services
Devraj Goulikar

m 14:30-15:00
The FDA Guidance of Risk-based Approach to
Monitoring as Viewed by CDM
DATATRAK International
Bill Gluck

m 15:00-15:45
Multivariate Bayesian Logistic Regression for
Analysis of Clinical Trial Safety Issues

Oracle Health Sciences
William DuMouchel




e KB

15:45-16:15 a—k—JLA4Y 2k WmE FIC ALY ary TR D TEREIC DOV TER V. BB T —2DERE
A FEFR T HPMDADITIZH D £e RIRICT —R2EBIRS T —2ZIRI A D
TBHSFNENAEZSEBESFANENEEGDE. FERTHILICEUE

E_1A- b R—
?é;‘(%f)sM Chatting Sessiom LF—F S RN - ks s RIS AT O TR, S —HiIc. BAERIEELT
ﬁmﬁﬁ*ﬁﬂf 19 messiony e A\ FUFA— DI HIHBEBALDD BEN AR B B E
THISSSIR LR 22V DIRICEA BT ELIIET B.
HE i
m 16:35-16:55
16:35-18:00 S OPEPL 5B Kk—IL HELYBDITIHHS
INDLDEEMDFEZLLD! MITITHGEN EERERSBREHE
= -
EE FH KA
ST O
;f1ti**ﬂit"*i m 16:55-17:10
KB ER CDMMDITIZDS
WIITEUAAN EERERMSRGHE Btert x—Hvs
FH# ZEHA HiE =
939 RAZRYZAUHAEH
i A m 17:10-18:00 -
INXIVTARABY Y3y
—RHICERRIE TEON e 7 — 2 Id. COBBETRELELTET— 2T 2 v ar OREE
A NBHEO R —EERE NS, DI, F—AXR—Tr—d T — 2 DREE
ERTHELLCHREROEELEBHSEELRAEESTL D, —HEE  18:00 J—hLayTRT

BFBIOEBRICHO BB EREDZEAANDERIN T TEITEEL

DIA 2015

Advancing Therapeutic Innovation and Regulatory Science

Collaboration

Solutions

Patients

49™ ANNUAL MEETING

2 ®
June 23-27, 2013 | Boston, MA @ DI n
Boston Convention and Exhibition Center ;,l,'l,’

www.diahome.org/DIA2013 www.diahome.org




RESNHAE

—BHEEAT A — « 7A - T— - Iv Ny Fax:03-3583-1200 T106-0041 ssapis R gr#4 1-11-10 B#2522E )L7F Tel: 03-5575-2130

F16EI DIA D) AT —R3IRLANT—HS 3y

[A2T7L 2 XID #13301]

2013F2A7H~88 | #7—h—ILRE mEaEIE)IRMEES-1-1

€ SMEAAEE
DIAT 74 A r(www.diahome.org) kY HEHLIAHK B, COHAZITHERIEETEAD £, FAXZE I3 A— )L tdiajapan@diajapan.org
ISTHEHLRAHESW), ZHEE, I0OEEHLURNICEA—LIZTHAZEESE M ELET,

& SMER YT H0I2FTyILTEEL)

LEERNERILTVEABLIVFREDAI

CERBEREITHLICKY . REMBISTIS MO ETET.

Ef-. DIAZTBHEMED AE . DIAYTIH A DR EEAR—I~DTIERE, B2 OBANELNET, FELAATENEL D, Fq— T AT —
SxRUETHHVEHEEEL,

&5 ® FREZCHEDAKETOAIC
FIviaE ANTIZELY,
i BHAZEIE| 203518 7EETOSERAA | O ¥42,000am ¥44,100GR) Q BREZHFELFT
201341 A18ALIE D S BHA A O ¥48,000@:4m ¥50,400(:52)
B - IEEF| - KFER R U ¥25,000@m ¥26,250(%:2) DIA Japan f Fi
Date
No.
%f_gﬁ _@ BHAZIE| 2031 A7EETOSHEAA| O ¥57,000@5 ¥59,850 (i) sas
B 2031 AIBEBORERAA | O ¥63,000am ¥66,150 (B) Ul
<¥,;5§i9> TR R APEIR 0 ¥40,000aem ¥42,0002) | |
BB — % 0 ¥63,000m ¥66,150 Gitir)
L o 0 ¥40,0000s ¥42,000a) | | T

& BXITTE
CHLDOXIFEITFIVIEANTIZSLY,

[ZihAE] OFITIRIA AT (FHRT HABXE T@ 1273382 (OELE) —BUAREATI— T4 IT— Sv/8
O7L Y ybh—FR mRaasLSykh—R (EB5hDIzFrys) OVISA [MasterCard

A—RE AR (mm/yy)

h—RC%%

ZE4

h—+ES

CAZORIE, SKREADOHIIDLTEMERZS LURKHABEERL TSN, A—2H TERLOSMEZRARITRYAENDIZS (L.
ETICTEMERERARBETA— T IT— DvN\VETEHMOEFEEN RAICEHTDFHB L RIANEIBTEREO W LET,

7L I7 AN Y FEEE) TTRALLZEL

Last Name ( % ) First name (% ) Middle Initial Degrees a Dr. OQMr. QO Ms.
Job Title Company

Address City State Zip/Postal Country

email (WH%B) Phone Number ( #2478 ) Fax Number

* BMOFXrot)LiE, BHLAAHZER. 203F1831BETIEFHHMELLT—BRRE - FRELH21,400M., BF/ KZEFREICOVTIERE - FEFRE EH10,700
AZ8ELZHET ., TAUBOX Y LI OVNTIESMELEZHRALZHET O TITEEBLLESV A—SHN DS MERIZTAETT A TOBRIEEED
2T 4= TA - T—-Dv I\ UETEMOELIEEN, (REERDERIITEELANDT,. FRELLTOSMEBEZHLZTH5AL/HYET.) SEFyro L
SNBEICIE BT E@CTCTA— TA-T—- Dy /N UETCTERBEVET . RBEEFINSEENHYETDOTFHIT THRIZELY,

[DIANERYFESBEAERIZONT] SELAANEWVEAABREDIANSDSEENEFTEOBMICOAERSE TN LEEET,



F0IA®

To DIA Japan www.diahome.org
Fax: +81-(0)3-3583-1200

16" Annual Workshop in Japan for Clinical Data Management
16

SMART CDM

Session 6: “Let’s discuss what the integrity is!”
Questionnaire

Session 6: “Let’s discuss what the integrity is!” scheduled in the afternoon of Day 2 will have a roundtable
discussion by panelists including PMDA and we are collecting your questions prior to the session. Please
fill out this questionnaire and return it to DIA Japan office via fax +81-3-3583-1200. The questionnaire will

be also accepted on site by the end of Day 1. Please note that your questions may not be adopted due
to discussion progress and a limited amount of time.
2 6
Fax(03-3583-1200) 1
1)
2)
3)

Please send additional forms if you have more than three questions.



