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23rd DIA Japan Annual Workshop
for Clinical Data Management

Next Generation Data Managers
Let’s enjoy changes and adventures

February 5-6, 2020
Ito International Research Center | Tokyo

OVERVIEW

If you are a clinical data manager (CDM) or work with clinical data, do you enjoy the challenges of your daily
work activities and all of the changes?

Advanced technologies such as artificial intelligence are rapidly spreading. Although adoption of these
technologies has been slow, digitalization and automation are now impacting clinical development
workflow. At the same time, emerging use of eSource and digital devices also supports new clinical trial
methodologies; so does the drive toward full implementation of standardized eData submission by 2020.
All of these changes will ultimately result in complete end-to-end data automation, from planning to report
and regulatory submission.

In addition to the operational technology changes above, collaborations between academia and industry
are increasing to address new advanced and translational medical technologies. The dynamic regulatory
environment features recent revisions to various ICH guidelines such ICH E6(R2), E17, E9(R1), E8(R1), E19
and so on. 2019 is also the year we anticipate formal issuance of Pharmaceuticals and Medical Devices Law
Amendment in Japan.

At our 2019 CDM workshop, we discussed Are CDMs ready to ensure the data quality by QbD approach and
what action must the CDMs take in order to extend the Risk-Based Approach?

For 2020, our overall theme is Core Competency of Data Manager for Enjoying Challenges and Adventures
in the Next Generation. We will discuss how CDMs can display leadership to manage sufficient data quality
and enhance data reliability, reflecting the fact that the range of clinical trial data sources and types keep
growing broader, for the next generation to follow.

This workshop aims to improve the quality of clinical research and clinical data management activities
and will provide numerous opportunities for networking and information exchange beyond industry,
government, and academia.

KEYNOTE ADDRESS

What Should We Do as Data Manager? - For Connecting Data and Voice of Patients and Healthcare
Professionals -

We will directly listen to voice of patient, investigator, and study coordinator, and try to understand the
patient centricity in clinical development and medical practice from DM standpoint and for thinking about
what DM will be.

Speakers: Akane Murakami, Kiyoko Adachi, National Cancer Center Hospital East, Kayoko Saito, MD, PhD
& Takayo Tsuyama, Tokyo Women’s Medical University

SPECIAL SESSION

Core Competency of Data Manager for Enjoying Changes and Adventures in the Next Generation

Various changes keep occurring around DM. This session will discuss the set of core competencies that
should be acquired by CDM based on the task analysis survey done by SCDM so that DM keep growing up
and contributing to healthcare.

Speakers: Meredith Zozus, PhD University of Texas Health Science Center at San Antonio
Munenori Takata, MD, PhD Tohoku University

TARGET AUDIENCE
« Clinical data managers
« Biostatisticians
« Information technology professionals
* Regulatory affairs professionals

« Clinical research coordinators

« Clinical development professionals

* QC/QA professionals

» Postmarketing surveillance professionals

Simultaneous Translation Available

Tabletop Exhibit Opportunities Available

For more information, contact DIA Japan
Tel: +81.3.6214.0574 | Fax: +81.3.3278.1313
Email: Japan@DIAglobal.org

DIA

Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India

DIA Japan
Nihonbashi Life Science Building 6F,

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
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9:00-9:30
9:30-11:30 CDM CHATTING SESSION

This session will be conducted in Japanese Language only.
FACILITATORS

Yoshiko Abe

Data Management Department, EPS Corporation

Shoko Akiyama

Biomedical Data Science Department, GlaxoSmithKline K.K..

Yoko Hattori
Project Assistant Professor, Chiba University Hospital Clinical Research Center

Akiko Kumagai
Manager, Clinical Development Dept. JAPAN TOBACCO INC..

Michiko Kuratani
Clinical Development Planning and Management,
Mochida Pharmaceutical Co., Ltd.

Kyoko Minamoto
National Cancer Center

Seigo Okuzono

Group Manager, Data Management 1, Novartis Pharma K.K..

Shuhei Ohtawa

Clinical Information & Intelligence Dept., Chugai Pharmaceutical Co., Ltd
Hitoshi Ozawa

National Cancer Center

Fumiharu Tanaka
Clinical Reserch Dept., SHIONOGI & CO., LTD

Yuko Yamahara
Cancer Institute Hospital of JFCR

CDM CHATTING SESSION REGISTRATION

<THEMES OF CDM CHATTING SESSION>
RBA, QMS (Risk/issue, Central monitoring, Clinical Research RBA/RBM etc.)
« e-Source
DM skill, Career Pass, Future Image
+ Real World Data (PMS, Data Base, RWD for Academia, Data Quality etc.)
« Others

12:00-12:45 WORKSHOP REGISTRATION

12:45-12:50 WELCOME AND OPENING REMARKS

Akio Uemura
Director, DIA Japan

Mika Ogasawara
Program co-Chairs/Manager, Biometrics & Data Management, Pfizer R&D Japan

12:50-14:30 KEYNOTE ADDRESS

What Should We Do as Data Manager? - For
Connecting Data and Voice of Patients and
Healthcare Professionals -

SESSION CO-CHAIRS

Yukikazu Hayashi
Executive director, Datascience Division, A2 Healthcare Corporation

Kotaro Sato
Senior Data Team Lead, Data Sciences, IQVIA Services Japan K.K.

Draft ICH E8(R1) expects patient input into study design and patient centricity is being
more expedited further in medical practice. However, Data Manager (DM) has few
opportunities to contact study sites and works away from the medical front although
directly handling patient/subject data. By listening to the voice of patient, investigator,
and study coordinator, the audience will understand the medical front and revisit the
meaning of data collection and the purpose for the brighter future.

Awareness through My Experience as a Clinical Trial Subject
Akane Murakami

Role of Study Coordinator for Oncology Clinical Trial Data
Kiyoko Adachi

Clinical Research Coordinator, National Cancer Center Hospital East

A Point of View From Spinal Muscular Atrophy Patients, the
Parents and Study Coordinator

Takayo Tsuyama
Tokyo Women'’s Medical University

From the Principal Investigator's Perspective-Focusing on
Clinical Trials in Spinal Muscular Atrophy-

Kayoko Saito, MD, PhD

Emeritus Professor, Tokyo Women'’s Medical University

14:30-15:00 COFFEE BREAK/
INTRODUCTION OF EXHIBITORS
15:00-16:30 Session 1

Quality Management on Clinical Trials -
Applications from Quality Management in
Engeenieering and Medical Safety

SESSION CO-CHAIRS

Yumiko Asami
Senior manager, Biostatistics, CSL Behring

Koji Miyata
Manager, Data Science, Astellas Pharma Inc.

ICH GCP renovation requires drastic changes on quality management in clinical trials.
Quality management methods have been introduced such as "(new) seven tools for
QC", "statistical quality control" and "Total Quality Management" mainly in engineering
fields. Collaboration between engineering and medical fields has actively started since
around 2000 and several quality management methods have been established in
medical safety area. In this session, we will discuss how to apply quality managementin
engineering and medical safety to clinical trials with actual examples.

The Fundamentals of Quality Management and
Expectations and Challenges for Applications to Clinical
Trials

Chisato Kajihara, PhD

Faculty of Informatics, Shizuoka University

Process Improvement Through a Systematic Analysis on
Medical Errors in a Hospital

Masaaki Kaneko, PhD

School of Information and Telecommunication Engineering, Tokai University
Is It Difficult to Introduce Engineering Quality Management
into Clinical Trials?

Hideaki Ui, PhD

Department of Clinical Research Governance, The University of Tokyo Hospital

16:30-18:00 Session 2

Big Picture of ICH Guidelines Revision that Data
Manager should Know

SESSION CO-CHAIRS

Koji Miyata
Manager, Data Science, Astellas Pharma Inc.

Keisuke Utsumi
Head, Clinical Platforms & Sciences, GlaxoSmithKline K.K.

Implementation of E6(R2) to Japan is followed by E8(R1) and E6(R3) as “GCP Renovation”.
This session could be an opportunity to learn “GCP Renovation” and to understand the
essential of E8(R1) and E9(R1) so that data managers can start learning increasing diversity
of study types and data sources.

Two Big Changes GCP Renovation will Bring Us

Osamu Komiyama

Senior Manager, Biometrics & Data Management, Pfizer R&D Japan

Goal of the Revision of ICH E8(R1) "General Considerations
for Clinical Studies"

Mutsuhiro Ikuma, MD PhD

Pharmaceuticals and Medical Devices Agency (PMDA)

Overview of ICH E9(R1)

Hideki Suganami, Ph.D.

Kowa Co., Ltd

18:00-19:30 NETWORKING RECEPTION
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8:30-9:00 REGISTRATION

9:00-10:30  Special Session

Core Competency of Data Manager for Enjoying
Changes and Adventures in the Next Generation

SESSION CO-CHAIRS

Tempei Miyaji, MSc
Graduate School of Medicine, The University of Tokyo

Mika Ogasawara
Manager, Biometrics & Data Management, Pfizer R&D Japan

Technological advancement of data collection and expansion of the data sources
and types managed in clinical research lead the expansion of the scope of

CDM tasks. However, the competency required to fulfill these tasks are not well
defined by the CDM communities. This special session will discuss the set of core
competencies that should be acquired by CDM based on the task analysis survey
done by SCDM and AMED.

Clinical Data Management Competencies for 2020 and
Beyond: Results from the SCDM Job Analysis Survey

Meredith Zozus, PhD

Clinical Informatics Research Director, Population Health Sciences Dept. University
of Texas Health Science Center at San Antonio

Analysis of Professional Competencies for the Clinical Data
Management Profession in Japan -Questionnaire Surveys
for Evaluating Functional Performance of Clinical Data
Managers-

Munenori Takata, MD, PhD

Clinical Research Data Center, Tohoku University Hospital

Panel Discussion

All speakers and

Diego Gayon, MOM

Associate Director, Clinical Data Management , Merck & Co Inc.

Atsushi Horimoto

Manager, Clinical Data Management & Technology,

PRA Development Center KK

10:30-11:00 COFFEE BREAK/
INTRODUCTION OF EXHIBITORS#}

11:00-12:30 Session 3
Data Quality Management by Risk-based approach

SESSION CO-CHAIRS

Misato Kuwagaki, MS
Consultant, Clinical Development Operation & Innovations, Eli Lilly Japan K.K.

Takao Nakayama
Principle Inspector, Pharmaceuticals and Medical Devices Agency (PMDA)

Revised J-GCP guidance was issued along with ICH E6 (R2) implementation and effective
as of Jan Tst, 2020. One of the key component in this revision is quality management
by risk-based approach, not just for Risk-based monitoring, it should be implemented
by comprehensive approach in the trial/program level. Furthermore, Fit for purpose
consent will be incorporated along with the upcoming GCP renovation. How our Data
management work should be transformed to adjust this new guidance? This session will
provide the opportunity to examine the actual actions in our practice through the use
cases.

Introduction and Application of TransCelerate’s RBM Assets
Fumiharu Tanaka, MParm, RPh

Clinical Research Dept., Shionogi & Co., Ltd.

Improving the Value of Queries in a RBQM World

Lisa Ensign, MS, PhD

Senior Director of Statistics, Medidata

Quality Management Process for Statistical Analyses Using
CDISC Standards and Risk-Based Approach

Yumiko Asami
Senior manager, Biostatistics, CSL Behring

12:30-14:00 LUNCH BREAK/
INTRODUCTION OF EXHIBITORS

14:00-14:20 Report on CDM Community and Chatting
Session
14:20-15:50 Session 4 (Education Session)

No Time Like Now! General Topics CDM Should
Know

SESSION CO-CHAIRS

Akimitsu Ikeura, MSc
Associate Director, Biostatistics & Data Management Department,
Daiichi Sankyo Co., Ltd.

Kotaro Sato
Senior Data Team Lead, Data Sciences, IQVIA Services Japan K.K.

As the role and environment of clinical data managers change and technological
innovation advances, this educational session provides basic information that is
useful to know as clinical data managers and the latest topics inside and outside the
pharmaceutical industry.

Activity Report on Clinical Research Initiative for Global
Health (CRIGH) Project 6: Clinical Data Management

Masanori Fukushima, MD, PhD
Director and Chairman, Translational Research Center For Medical Innovation,
Foundation for Biomedical Research and Innovation at Kobe

Design Thinking in Clinical Data Management

Hiroyuki Nishimoto, PhD

Specially Appointed Associate Professor, Kochi Medical School, Kochi University
What a Data Manager Needs to Know About Coding

Yuu Jincho
Data Strategy and Governance Group, GlaxoSmithKline K.K.

15:50-16:20 COFFEE BREAK

16:20-17:50 Session 5

What We Should Consider Accelerating eSource
Adoption in Clinical Research?

SESSION CO-CHAIRS

Naoko Yamamoto, MS
Head of CDM, Data Coordinating Center, Osaka University Hospital}{

Misato Kuwagaki, MS
Consultant, Clinical Development Operation & Innovations, Eli Lilly Japan K.K.

The broad implementation of eSource in clinical research is our desired future
state. Some use cases are starting to be shared with challenges driven by the
diverse stakeholders, technical barrier and skillset to interpret the regulatory
guidance reliably for eSource implementation met with regulatory requirements.
This session will provide the opportunity to discuss what and how we should
contribute the eSource adoption as Clinical Data Manager.

Challenges to More Efficient Pivotal Study by eSource
Method

Junhei Matsuzawa, Msc, MBA

The Research Foundation for Microbial Diseases of Osaka University

Challenges to More Efficient Pivotal Study by eSource
Method in Terms of CRO

Makoto Takeda

A2 Healthcare Corporation

Challenges to More Efficient Pivotal Study by eSource
Method in Terms of SMO.

Sachiko Abe

NEUES Co, Ltd.

Comparison of Approach for Using EHR Data in Clinical
Studies (Tentative)

Amy (Nordo) Cramer, MMCi, RN, CPHQ

Global Product Development Strategic Partnerships, Pfizer Inc.

Points to Consider on Reliability of eSource Data

Hideo Chubachi
Pharmaceuticals and Medical Devices Agency (PMDA)

17:50-17:55 CLOSING REMARKS

Keisuke Utsumi
Program co-Chairs/Head, Clinical Platforms & Sciences, GlaxoSmithKline K.K.



REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11

Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Email: Japan@DIAglobal.org * Fax +81.3.3278.1313

23rd DIA Annual Workshop for Clinical Data Management

Event #20301 * February 5-6, 2020 | Ito International Research Cen-

ter, 7-3-1 Hongo, Bunkyo-ku, Tokyo 113-0033 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 ap-
plicable), 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: https://www.DIAGlobal.org/Membership

O DO want to be a DIA member

O DO NOT want to be a DIA member

Fees incl. 10%

Consumption Tax

Early Bird (until January 22, 2020) O  ¥46,200
Industry
After January 23, 2020 O ¥52,800

WV Government, Early Bird (until January 22,2020) | O ¥24,750
Non Profit | After January 23 2020 O ¥27500
Academia, Early Bird (until January 22 2020) d  ¥18,700
Medicals: | After January 23, 2020 O ¥20,900
Industry 0 ¥72.050

NON- )

MEMBER Government, Non Profit O ¥46,750
Academia, Medicals 0 ¥34100
Membership 0 ¥19,250

N;ﬂfgé@' 2-Year Membership O ¥34,650
Academia Membership (Academia, Medicals)* 0 ¥13,200

Early Bird Deadline: January 15, 2020

*To register for Academia Membership, please send this form to DIA Japan office
by fax or e-mail.

TRAVEL AND HOTEL

Hotel Metropolitan Edmont is one of the hotels which has good
access to the venue. To make a reservation, please contact the Hotel
directly.

Address:  3-10-8 lidabashi, Chiyoda-ku, Tokyo 102-8130, Japan
Telephone: +81.3.32371111  Email: front@edmont.co.jp
URL: http://www.edmont.jp/en

DIA Terms and Conditions

CANCELLATION POLICY: On or before January 30, 2020

Administrative fee that will be withheld from refund amount:

Member or Nonmember = ¥20,000

Government/Academia/Nonprofit (Member or Nonmember) = ¥10,000
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 reser-
vations. You may transfer your registration to a colleague at any time but
membership is not transferable. Please notify DIA of any such substitu-
tions as soon as possible. Substitute registrants will be responsible for
nonmember fee, if applicable.

DIA does NOT allow registrants to pass name badges to others. DIA may
ask attendees to show identifications, if necessary.

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.

EVENT STREAM AND RECORDING

If you attend a DIA event, we make video and audio recordings of events
(both face to face and online) that may include your participation in the
event, including your image, questions and comments. To view our full
photography and video recording policy, click here.
(https://www.DIAglobal.org/general/photography-policy)

PRIVACY STATEMENT

DIA respects the privacy of all of its members and customers. To view our pri-
vacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy)
You agree that your personal data will be transferred to DIA in the US.
The personal information provided when you register for an event will be
used to contact you with information about upcoming events, programs,
products and services of DIA. In addition, your name and organization
name will be listed in the Attendee List which will be distributed on site to
the participants of an event for which you have registered. By submitting
this information with a registration you are regarded as having agreed to
this handling of information, but if you do not agree, please contact DIA
Japan.

By signing below | confirm that | agree with DIA’s Terms and Conditions of
booking. These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productlDs=8363216)

PLEASE CHECK THE APPLICABLE CATEGORY: Signature Date
O Academia O Government O Industr U Medicals
O CSO (Contract h/ . . t.y PAYMENT OPTIONS
(Contract research/service organization) Register online at https://www.DIAglobal.org or check payment method.
[ Student (Call for registration information)
O BANK TRANSFER:
Last Name
You will receive an invoice with bank information detail by Email after
registration completion.
First Name M.I.
All local and overseas charges incurred for the bank transfer must be
borne by payer.
Degrees QDr. OMr Q Ms
O CREDIT CARD (VISA, MasterCard or JCB only):
Job Title O VISA O MasterCard 0O JCB
Company Card No.
Address (As required for postal delivery to your location) Exp. (mm/yy)
City State Zip/Postal Country Cardholder Name

Email Required for confirmation

Phone Number Required Fax Number




TRAVEL AND HOTEL
Hotel Metrppolitan Edmont is one of the hotels which has good access
to the venue. To make a reservation, please contact the Hotel directly.

YOUNG
PROFESSIONAL

REGISTRATION FORM

To register please complete the registration form below and fax to
+81-3-3218-1313 or email Japan@DIAglobal.org.

NO ONLINE REGISTRATION AVAILABLE.

23" DIA Clinical Data Management Workshop
Event #20301 * February 5-6, 2020 | Ito International Research Cen-
ter, 7-3-1 Hongo, Bunkyo-ku, Tokyo 113-0033 Japan

DIA will send participants a confirmation mail 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.DIAglobal.org/Membership

O DO want to be a DIA member

ELIGIBILITY FOR YOUNG PROFESSIONALS RATE
Professionals working in health product development, regulation and related fields,
under the age of 35.

10% TAX

YOUNG PROFESSIONALS REGISTRATION FEE D

Address:  3-10-8 lidabashi, Chiyoda-ku, Tokyo 102-8130, Japan
Telephone; +81.3.3237.1111 Email: front@edmont.co.jp
URL: http://www.edmont.jp/en

DIA Terms and Conditions
CANCELLATION POLICY: On or before January 30, 2020

Administrative fee that will be withheld from refund amount:

Member or Nonmember = ¥20,000

Government/Academia/Nonprofit (Member or Nonmember) = ¥10,000
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 does NOT allow registrants to pass name badges to others. DIA may
ask attendees to show identifications, if necessary.

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.

EVENT STREAM AND RECORDING

If you attend a DIA event, we make video and audio recordings of events
(both face to face and online) that may include your participation in the

. event, including your image, questions and comments. To view our full
Industry Earlyzbirci(tifilan 22, 2020) = 36,960 photography and video recording policy, click here.
On and after Jan. 23, 2020 [} ¥42,240 (https://www.DIAglobal.org/general/photography-policy)
NON-MEMBER Industry a ¥57,640 PRIVACY STATEMENT
DIA respects the privacy of all of its members and customers. To view our pri-
vacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy)
You agree that your personal data will be transferred to DIA in the US.
The personal information provided when you register for an event will be
used to contact you with information about upcoming events, programs,
products and services of DIA. In addition, your name and organization
name will be listed in the Attendee List which will be distributed on site to
- - the participants of an event for which you have registered. By submitting
Date of Birth (mm/dd/yyyy) Required o this information with a registration you are regarded as having agreed to
* Please note that we may ask you to show your Identification at a venue. this handling of information, but if you do not agree, please contact DIA
10% TAX JELPEIT
MEMBERSHIP INCLUDED** By signing below | confirm that | agree with DIA’s Terms and Conditions of
. booking. These are available from the office or online by clicking here.
Membership g 19,2500 (https://www.diaglobal.org/General/Terms-and-Conditions?product|Ds=7240118)
2-Year Membership O ¥34,6500
Signature Date
Please compleate the form below in block capital letters:
PAYMENT OPTIONS
Please check payment method.
ool Nome O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.
First Name Ml All local and overseas charges incurred for the bank transfer must
be borne by payer.
Department Q D QM Q Ms,
O CREDIT CARD (VISA, MASTERCARD OR JCB ONLY)
Tob Tt d VvisA O MC O JCB  Exp.(mm/y)
Company Card No
Address (As required for postal delivery to your location)
Cardholder Name
City State Zip/Postal Country
Signature
email Required for confirmation
Phone Number Required Fax Number CONTACT INFORMATION

Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313
email: Japan@DIAglobal.org

DIA
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DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAglobal.org

$E23EIDIAZYY=AIV T
I A

— 3

IAV D=3 vT

RRNSRETLT—2I =T ¥ —
- E(LERLE, BRICHLS -

202052858 (K) - 6B (K) RRAFREEFEME>2—

=
TUZHIVT—BIRBEEA. BEEE P T BRI LT FrLYIEELOTVETH?

Al E CDITEAMIEIREMISEL LTE Y DB NTW S E WD NZERRFER DO D THERR
BRESDT V2L BEMELHHERITEATUVEY, £z, eSource 7 IZ)L7/\A R E—H
FoATIVRT—EZR=EREVSTEH LWEERRRDOH Y AICEDEHAS>TVET,

—. 2020F4ABITIEWF WK FRFER BT T — 2 IRHDFTEEEAL LV E T H. COFEIFARICSIT
BERREBR T — X DEFRIZENDKREGHEENEBFV T LT, SR FBRETRL SRIERES - &
SREEEEE CEnd-to-endD 7 —2F— A= 3| DBEHBTETLELED,

Tl HMGAAELETTHRCBEEE L £ L in H il OIS ADNEGTET. 7ATIT7EbHES
DIAZRL—aVEEN2TWET, FREIE Tld. ICHE6(R2). E17, E9(R1). E8(R1). E19%5 EKFEH A
RSA > PEMEDHRETEH I E T,

ZDESBEBALDEAT, 2019FDET— 43 39 T TIII = AV T— 8T 23—+ —(2Quality by
DesignDEZ 5 TT—2DEZRILT HERIETETLSH? Risk Based Approach ZEEFRBIFED
bﬁiﬁﬁféi"(F"H%)h&bh_ﬂ’é@“’\d?b‘7% LELT

SEE TREICIKIET K T—2IX Iy —IcROENZEAT7AVET VI —] EVWSHRET - &18
W ST BERREER - AR T U 7 =2V XU LT, BRRT —2DEREEEEERTA
L T—=EREZ=I 9 —DRRITAETTONNT) =BV v T ERBIRENEEZT VEET,

RT—023v7E BRARDES LUV AL T —2I2IA Y NEBOR EZBHELTVE
¥ K E BFEBATAMREY) CERTEOHRZRELTOELT,

AR
[DMIZRINTESZD? - ?\—Q\t%\%é/m} cEEEEDEZ DECTeHIT -
BE A ERER., RRI—T 42— 20OAHSEESFEAEV. BEIARDDEREH - EES
IEAH ?DMAEEEEL . BIg 9 R AEZ S ERELTUWEREERLY,
Ab—h—HE T BRLZFERKE FTEIIRTFLE - BLUZERLE
ENIAAMIE Y 2— Bl ELFRE
SRty ay
RRICIEE T T =2 T v —IlTROSNE A7V ET Vo —]
DMZEE W ECREBHZILLTWABH, 2RI DITABEDBERICE DV TCODMAEISITNE—EDT]
FAVETVY—IEDOWCERL. BRL. B LTSN 2DMEEFRV T,

AE—7—University of Texas Health Science Center at San Antonio  Meredith Zozus%t4E

RibAFRRE BHEREESE
BN RE
« GUZHAIVT—EAIRZ—T v — s YAV —FOA—T 4 —32—
- EMRETTIREE - BRARFARCIEEE
- ITTEYHE - QC/QATHEYE
. EECEYE - MIRERIESEE
BHAGE - RERDREHEERD )

£ LRTHLUAHZIF

FRICOWTE, Ta— 71 I— JvI\VETBEWEDEIEEL,

T103-0023 RFAAPHFRXBHAIEAEI2-3-11 HEESA 7HA I VAL T4 J6F
Tel:03-6214-0574 Fax: 03-3278-1313 E-mail: Japan@DIAglobal.org

DIA

Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India

DIA Japan
Nihonbashi Life Science Building 6F,

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan

Tel: +81.3.6214.0574 Fax: +81.3.3278.1313 Email: Japan@DIAglobal.org




188 | 20202850 () 2

9:00-9:30 COMF vy o F vy a2t 14:30-15:00 O—kb—JL—9/BR7—AEBN
9:30-11:30 CDMFvrvFavFtyrav 15:00-16:30 twv</avi
Ktvy aVidAEEOHTITOET, BERREERICBIIDIRETRIAY M ERREVPIFE
TP F—R— DREIRIAV D SOIGR
A—E—TI A BER
FIER WF CSIN—) It att
G5V RZIRISA VR ER xR HBEF
ol #HF T AT SABBEMR A
FEAY =z
ARS8 FF ICH GCPRIZTES I K VESFREBRDSE T 74> N DB HINELH B LT, MR
AAfIE T EEH A ~NEEEIFDE, TEETE [QC @) OB [EEtisE | ShESh. [TAM) (
BER HEF SHMREBE) NEXKBL TV o, #20FRIICIETERDRBBEIRIAY FOER
N BRADSAHEY, Bl CRERR2ICHIBSBIADRILTN S, by
HERREMHART 2T, ERBELPTEORETZY A F DEFRABRNDRABICOVT. BRRR
BA BF [CHIIBERBILET THRT B,
M%‘f%ﬂ”— REIZIAY P DEREEFRDRNDBRICH T HHEFL
JINIVT AR T 7GR EE gﬁ]jc%
BE IER ’E TE
k=3 % o
iﬁf@%ﬁt ﬁﬁgﬁﬁ5$§A$%®W%Wﬁﬁmgﬁ<7DtZ&§
BT AHSE > 5 2 e
IR A=
e g et TITENREIRIAVIDOEAITHLLDH?
H  50EE HRAFES MRS
BABZRS IR FH R
WE BF

?v VTAVTRyYaY TARAYYIVT—R

RBA, QMS (Risk/issue DFFE XIS, Central monitoring, BEERHIZZDRBA/RBM
%E)

. e-Source (F—2DEFEMRIL. BARBRLRE. BEGL)

« DMRFIL, FvUTINR, FFRE

- Real World Data (PMS, Data Base 3T, Academialcd517%5RWD, 7—2NDE
%E)

. ZOfh

12:00-12:45 T—93v7%{

12:45-12:50 BEDKRIE

—PRIEEEN TA— T A IT— T v\
B BBk

TOYSLEER/7 7MY —RDERISH
INER EF

12:50-14:30 EHi:EE
DMIZfADTERD? - T—REEREBETA - ERIEED
BEDLESTSHIC -

ER

IAY—NIVAT PRt

M 170

IQVIAF—EY—X v\ UkRatt

ik JeRER

ICH EBRIZR) TlEBETADERATBRT U1 VICRMI BT EHRDHSN, BETAH
DOEBLNFETEITRESNDDH S, —H T 72— v— ODM)IEHERET —
SEBEER STV AICHLEIDSY, EREEIC T 2RI DEERRISE DR
BV, BFFEETCIE BETAVEN BRI — T 2— 2DEDFEAEE. EERIGE

BRI HIET, MADROTWBT— 7@?*@%%@@5’]7&%;: L. KDKLDM
EEETHRLLRL,

WEREREBRHISRELCT L BAKWTE
HE &

ERRE1BRT — 2 LCRCORE- D ABIREZ DI
EUAARIE LY S~ Rk

RiE EF

Eiﬁ'&%%ﬁﬁ@%ﬁé’h\ REE, BRI —T 1 Rx—2DIT
=] \5

RRIZFERKE

2 28R

BEREEEREMIIEHS -F it BERREDBRZ PO
FELTERAS

R hRTF

16:30-18:00 twv<,/3>/2
F=2R%—=I v —DHBNEICHAA FS14 VR ED
2%
ER
T AT ZABEGR A
=EH =A
TS50V AR5 VREH
niE BN
E6(R2)DENRZEEICHE, "GCP Renovation"& LT, BICESEE6DHENFTEITNT L
%, A&ty 3> Tld "GCP Renovation"lZ DT, BRFIDIEHREIT A CHRRMICERE
FIZ, E8(R1)WE9 RNDIRA > MEERARL .. KWEWEBEF > T S IEGERRE
BRTHA T =82 YV—=AILDWTERIEONFELTLY,
GCPRIFIHE 519 2 DDA ELEIL
77 —R&DEEEH
gl i
ICH E8(R1) TEGPREXBRD—ARIEST HETDEIEIT LD
RITTBUAN ERBEEESRBAHE
{REE EEMR
ICH E9(R1) DI E
BN
K FHR

18:00-19:30 1HIRIZK”E




268 | 20202868 (K) 3

8:30-9:00 =+

14:20-15:50 tvav4 HE LY aY)

9:00-10:30 ANIvIbtEv 3y

RRNRBB LK T—2I2 Iy —CRHS5NB373Y
Ero—

RRRFAFR

B2 XT

774 —RADERIRIT

NER RS

T —RUNEDFMTE 5 ERBIHES D, JAER - BRERFAIZE CERW RS T — 2 Y —R L85
DIKITEY, T—EIZI v —HESIZRTEILALTND, —A T ILKT H2RY
ERITTDOICBBEIVET VY —IiDWTEHRITEZ TN TULEL, O
Btz 23> Tl Society for Clinical Data Management (SCDM)&AMEDZEZEIC &
U%)‘;’E‘é’hﬂ%?é'?ﬁ*ﬁﬁﬁ]ﬁti%’jb‘t COMA B IRNE—EDOA7AVET VY
—ITDOWTHRT %o

Clinical Data Management Competencies for 2020 and
Beyond: Results from the SCDM Job Analysis Survey

University of Texas Health Science Center at San Antonio
Meredith Zozus

T—E2RXI ¥ —DPE e DICHEE"E " 1I@H ?-ERT
D7 Vr—MAEDLS-

RALKFRBT

BH RH

NRIVTA AR 3>

Aty avOFEEE. BUIC

Merck & Co Inc.

Diego Gayon

PRAFEFE > 2—thAatt

BAR BE

10:30-11:00 O—kb—JL—2/BR7—RAEBN

11:00-12:30 v <3>3
YRIILBEIKT—2RmBIRIA VM

R

BA1A—4 U — Rt

RiE X2
IRTTATECE NE R RE RSB S HE
L &X

GCPHAZ YV ADHBELFEHE TN, ICH E6 (RADERREN2020FE181B LY AEH
ICRAE NG, URVITEDCRBRYZIAY MEEZR Y V75EEIE OBV HEH T
3754 B 70T SLLANIVTRAMIC VAV B EE - R AEEE
ZABRNENHD D, iz, AEBRFFEDEMICKSFit for purpose®DEZ HDEAEGCP
renovationx RIBA ERDERILHFEEIND, T—A%— I v —DEFKE, £
L EDEIICEELSDDD, KITLTEALLEFAPZDORUEELTESHRDOENR
iz B fcdDER%E LI,

TransCelerate®RBM AssetsD#B1 & Z DiEFAEH

EHFRUESEART

Hrh  SEEE

Improving the Value of Queries in a RBQM World
Medidata Solutions

Lisa Ensign

Quality Management Process for Statistical Analyses Using

CDISC Standards and Risk-Based Approach
CSLNR—U VTRt
%R HBETF

12:30-14:00 S FTL—Y/BRT—ABN

14:00-14:20 AZa=71Z8) FrvTas VI HRE

WEIF—232—IJv—DH>THELLILE

B

F—=HH RN

MiE R

QVIA—EY—X v/ \ Uk att

B ERER

SUZAIVTF—EIR—Dr DEEREIRIESEAL L, BSFHECT, KR
Y23 TSP F a2 —D & LTS TE SR DRRIERED,
ERREENADBRFOFEERLLET.

CRIGH Project 6: Clinical Data Management®D;EEhiR e
(RB) MR ERERMTHERE ER/N\—YavitEtwr2—

'S HH

BRT—2AIRIAVMIBIIZTHAVBE

BHAF EFERHE R

[k N - 4

T—=ARRZ—Iv—HA—TA VT DVTHI>THELINEZ L

TS0V AR SA VAR

R

15:50-16:20 J1—k—JL—%

16:20-17:50 +twv<,/3/5
eSource;iEAE LV ERBNAEIG T E B HICCDMH %
EERRSGT L ¥4
ER
K ARZEZIMERR
A EF
HARA—Z1 ) Kt
#i5E XB
SEEFE T NEARST DA TV B ERRBR/ R ZEICH 1T BeSourceDIERTE
M BEAGRERT— T RIVE—PmodalityDZ &, FHMTMAAIE. £lepnBix
AF)Ibty & BELRAICEASHCE DTV, Aty 3V TIFEASEAAEEL
TFICT— 2 REORE - SO LTEFIEIRET ERED BB DR, RIEAD
WARABEDVWCERT 5.
eSource (DDC+ePRO) ZFAU =PivotalstER =LA\ DHkER
—MREFEEA R A EYIRZES
WiE FiE

eSource (DDC+ePRO) AU =PivotalsiER SR\ DHkER
-CRO&LT -

IAY—~NIVAT 7R St

"H B

eSource (DDC+ePRO) U M=PivotalsiER SR\ DHkER
-SMO&LT -

JATRGH S

78 #F

Comparison of Approach for Using EHR Data in Clinical
Studies (1R%&)

Pfizer Inc.

Amy (Nordo) Cramer

]?EP%O/COA?‘—Q DT —ZEHEMRIEICTTEEZ S - BES
TRITITEGE N R E RS SRR A S

fhek ZEX

17:50-17:55 FAR DK

TOUSLEERIVSVY AIRI A VHRA
niE BN




Kn@t’*’%bﬂ Hal_ =

< — o% oy on . - E & 3-
—RHEEAT — - 74 - I—- Y%y Faxi03-3278-1313  T10000% RREERXAKMERI 3]
BAEZA YA I RAE LT 6F Tel: 03-6214-0574

FE23EIDIAZ) ZAIVT—2IRXIA N T—=03vT [h277LYAID  #20301]

20202450 (k) -6H (K) | RRAZFEBRERZMN 2 — wnmmz4m7-3-1

€ SNEASE
DIAY 7% h(www.DIAglobal.org)& V&R LIAFTELS O CDOEAE IR ERIEE SEEAD £ FAXE feld A —)UiMT)apan@DIAglobal.orglc THERLAFHFEE W
SEE 10EEFURICEA— VIS CRASBEEEREMNOLE T, % Fr v T 07 v iavEFELTEN. FrvTa 07 2y yarAOTEMIEFIEHELAHH
RBITHEYVET, REBMEHAEICTIN 1 BhELYTEZERHBELEITET,

€ BNNEM (LT3 FIyILTREY)
KEERDEINL VDL BLUHRADS E REER(EH T HTLICL) RBMEICTTENMV TS, REERIIEIAV VRV THSRERARET
1 EMBEITY. DIASEHRBEEDAF. DIAVI I H A FOREEAR—INDT I L AL BLOFREBOSNE T ARGRNCEVELES TA— T T—Iv
NVETEBLEDELEEN
OFERE
REKBTHEVWA T REEREINIBEIEFLT 2ERBEDRICEIEZANTZE
*%hﬂ%d)ﬁﬁﬂ%ﬁI{h‘ﬁﬁteﬁﬁnéo)ﬁiUi%‘é’éﬁtﬂ%k}ﬁﬁLﬁ%?h%ﬁ@%tdﬁﬁﬁihiﬁl =8
BERDENL VDA HLVIERBDAIE. COTOBKITETUOTEREE
*kTHTITREERICERUAHDAE ABAEE T — T T— /V/\/ETFAX%L,(%)‘ JNTTHEILIEEL,

Membership (B %hHAR : 12ER9) O ¥17,500 (®ik) ¥ 19,250 (%2) DIA Japan &2 F1#
2-Year Membership (AR : 25 FE/10%215 1) O ¥31,500 (®ik) ¥ 34,650 (%2)
Date
Academia Membership * % .
(R KB EREEE . AR 145 O ¥12000@m)  ¥13,200 d52)
@Bm& No.
FiEATd)—¢LE8BRDEEICKVELGVETD T ZIAMICENEANTIIEEL,
" BEA213202061 B22BETOBEAGZ | O ¥42,000 @k ¥46,200 (B54) siEE
' 20201 B3 BEDBEAH O ¥48000 (B  ¥52,800 (BA) A
= | mrsE FHARIE[:2020FE 18228 CHOHEERAK | O ¥22,500 (Bitk)  ¥24,750 (ir) )
bl Invoice
g | FENER | 001 23ELEOS A O ¥25000 (840  ¥27,500 (B2)
K85 BHA2I131202061 B22BETOSBEAZ | O ¥17,000 @k ¥ 18,700 (B54) Ae
ERUEEE | 202011523 ALEDBEAS O ¥19,000 @Bk  ¥20,900 (82)
4 — O ¥65,500 Bk ¥72,050 (§52)
‘% AT FIEEFIE R a ¥ 42,500 (##) ¥ 46,750 (Btir)
1=}
KEBREEEEE a ¥31,000 (i) ¥ 34,100 (%ir)
GRHEE (D+@): &5t M
& HXZIEE

CHELOXZINAEICFTVIEANTLIEEL,
O ER1THRA #REEEMLETOT. ZOERIHS TRVAFFHEEETo TN
OVLYYbhA—R @EasesLyybh—ROFRpIDIcFTys) VISA [ MasterCard [1JCB

A— R ERERRR(mm/yy) H—F&ES
Hh—RT%%K TEH
TAZDBEE, SEEADRICOL T BMEREIFBEREFBSZRHL LTV B—2 CHREROBNEZRICRVIAENSHEIE. EE

ICTEMBRERARE TA— 71 - T—-Jv/\VETHHSEIEEL, ?}Eﬁtuﬁgﬁéiiﬂlﬂtix?Ei&/\ﬁ?ﬁ?\‘é‘a‘ﬁﬁib‘b‘fcbi?o

7V 77y F(EHE) TTRALEEL

LastName (#) QO Dr. Q Mr. QO Ms. First name (4 ) Company

Job Title Department

Address City State Zip/Postal Country
Email (WA%8) Phone Number ( 1#78 ) Fax Number

* BIMOFv > )bid. BRLIAHFZIEE, 2020F1BA30HETIEFHRELT—RRE - IFRELEE20,000. BHF/AEEFREICOVWTUIRE - IFRELEE10,000BZBELZITE
R o%*LLXB%OMW‘/t)bL:DL\Z’L;t%bD%%@E%EHL%b‘i?@?éifé(téb\ FA—&2HSOBMERIETETT D ZORIEERDICTA— T - I—-IvI\VETH
MoELIEE W (REEROFEEIRITEFEADT. IERELLTOBMBZRLZIIZHEHDHIET,) BIEF+ IV ENBBITE BTEETTA— 71 T— I/
FCTEEBUVE T, RBIEERINBIEEHHIETDTFHTTEIZEL

*DIAZHEDRFZITIE M T EFRETARACTEBMNEKES. BBVLTHBYET, x—LN\vIDEUEIETEEBEEV HBITSC T RBICTRRZY THRAESRE S8
TWRBEDNTEVET,

RECIE. DIADEREENCERT2ENT. BERBTPICEMEEZSCRERNOBG EEAIRT T 5 EHBINE T, AREDBINEIL DIANGERLBER- BEFICD
W DIADERER HRIIRU A >V 2— %y MENDBEZDM—YIOFBITRBIER] (BIRHE N\ T VI TAEEREHET) IEDIAICRB T 5T E %585 DIANMEETHER
(R TERTEAHFHETHEDELET,

[DIABEIRSEABRICOWVT]  BHUAHWVIEWEABRIIDIALGSDORERNE(TEDOBMICERTE TV AEE T, £ UBIE. TBMV RO R E
IdHEgRECRAELHLILUAMNESINE ERE -BRE (TOVSLER) ICRVERITIBEHBIET, FEAZDREEE > TULOBEABROB IRV EE W
WebDEBIRWNTLET A TRBV I EWVISEIEDIA JapanE TTEBL LT,



rroressional SRS NELAE BEF 25|15

Y .0Z- E T103-0023 REHRREEAHEAD2 311
—RAEEAT A= T A - I Tr Y Fax:03-3278-1313  fyias Sy rixcir over  Tek 0362140574

%23@ DIA 7'):7‘3“17_\'_977\~7(/|"7 7/3‘/7 #20301]

202052H5H(7K)-6B(K) RRAFFRBEFRZM 2 — HEmscmZRam7-3-1
& SHEBASE

AEAE|ICHERIEE ZEEAD L FAXE feld X — )Vt Japan@DIAglobal.orglc THHRLIAIAFEE L, ZEE 10EZEHUNICEA—)VITTRIAREE Z XML
FTKF vy TAVT vy avaFELTENFrvT27 -y rar \OTBINEREBRUAHDUEICEYE T, RFESMBAE I 1 BRELY S RRH
LEFES,

@ BMER ZYT20IcF v LTLETY)
SEBERIPEMLTVBEABLIVIEREDHIZ. REBF(FH T 5K REMRICTTSEMWNREITE T, REBERIIE IV WIEEWTHSBRERBRET
1ERBTY, £fc. DIARTEEHED AF. DIAVI T H A FOEREFAR—IND T/ AE BLADFHANEENET,

OF=HE DIA Japan &£/ (w10)
FREDARUVREBERDNEKMLTWVNEA T 2EERE NI BERFLTEIERBOMICHEANTIEY
(A

*  BHRSIEERIE. RASDHEIE ﬁﬁc‘:ﬂﬂ%hiﬁlbﬁaf*héﬁo)%k@ﬂ%*hiﬁ saEg | DM
BEILTVBHRUFEREDS . VORI BT

Membership (|32 #AR3: 14ER9) Q | ¥17,500 B4R | ¥19,250 @BHA) No.
2-Year Membership (B %A - 25://10%E15 ) O | ¥31,500 Gk ¥34,650 (#d)
= 2EE
@FEFE5I8mME e
FREAT U — L REBEROEEICLYREYETO T ZUMEEANTIEL,
EFEIBARB S TISEUTOLHHRELVET, FRICEEARETRETEL. Invoice
B HEF2131(20%%E13])
28 |- *PHAEIA| (2020818228 E THHERAL) | —xas200@65)r q | ¥36,960 Giir) Ae
22T ho2oF1 B BEUBOSEAH ys2800@EE | q | ¥42,240 (BA)
#48 ¥7Z050(RER); q | ¥57,640 @2
SEeE(+Q): =t M
BT SIBIADIA Japanh SHEY T B ZEB A — ) UTTTRATEL,
3= =007z )
il F A =

HH HARMICTCENIMEERE TV RIEUBENTEVE T, STHEIEEW

® BXIFE
CHRBEOXIAEITFIVIEANTIEESLY,
[ZEh 5] OEITIRA BREEZZMHLETOT, ZOENITH>TIRAFESET> TS,
OYL2yhh—F ERETEILSYNI—R(ESSMDIZFTyS) OVISA OMasterCard [1JCB

A—RAEHAR(MmM/yy) h—+&S

H—FTEE CEA

CAZSDBRIZ. CEREADRICHT SMERBIVRHBERBL TSN, A—2H TERR DS NELZRFITRYAENDISE . EHICTESMERLIRABET —
TA T Dv/UETHEHOEZEN, FRACBETH5FHM T RAANRBTEEVOWLET .

TILI7AYRBEEE) TTRALEZEN

LastName (#£) O Dr. O Mr. 0O Ms. First name (4 ) Company

Job Title Department

Address City State Zip/Postal Country
Email (W%8) Phone Number ( #2478 ) Fax Number

* BIOF vtV BRLAHRZIER, 2020F1 30T FHHELTHRRE - IFREEH 20,000/ AT/ AFBEREITOVTUIRE - IFREESH10,000RZHLE
FET, ZNUEDF v IV DV TUHEBMBELEERLZITE IO TCTERLLEV A—SHD SOSNE BRI ETI D ZORIEERDICTA— T/ T—JvI\
VETHEMSELLEEW (REERDFERITETLADT. IFRELLTOBMEER Lﬁbf%:i%ﬁ‘ﬁ‘aa")i?'o )BMEF vV ENZRICE BT EBICTT— 71T
— v\ VETTERBEVE T, RIBIIEEINZIBEDN DN ETDTFHTTHEIEE

* RER T DIADEREENFERTHENT, Faﬁ{&ﬂﬂFaﬁqJLL%bﬂ%’éa&A%W@B%{% EEE]‘E 29 BENBVET RELDSNNEL, DIAD IR L Bk EEZ|C
DWW DIADEGRERL BRIKR U A > 42— MENDEEHZ DM—IOFBITRDIER) (HIRIE. /T U TS 22 HET) IEDIAITRE T 5T L2508, DIADEE
THEICRATESRTLZFHETHLDELET,

* DIAZEEDRZICIE DT BRECEANCTBIMWEECES. BBLLTHEVE T 2— LN\ I DELEVIETREL TV HEITIGC T RIBICTAR Y THERANRERE
TH TV RUBENTEVET,
{DIAb\HYU#&o{lﬂAﬁiﬁkov‘d HHE LL&L\KTLL\UEAP*%EL;DIAb\bo)m%%mﬁﬁffd)ﬁE’Jhﬁ)ﬂ*’é?b\thL £9, £eHHIE BNV ERORT
LERISEBRECEREESRBE LIV NETOV SLBBREICRVERT R BEHNTETVET, AFAZDREFE>TULEDBAABROSERWVCREW W
DEFBRNLETHN TRBWVELEIFERWEEIEDIA JapanE TTEBIEEL,



