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PROGRAM OVERVIEW

Rapidly evolving regulations, risk-based moni-
toring (RBM), electronic data submission, elec-
tronic source and real-world evidences in clini-
cal trials, are impacting the role of clinical data
management (CDM). Adapting the shift of clini-
cal research landscape is essential to conduct
clinical research right and to get treatments to
the market faster and more efficiently.

The 19th Annual Workshop in Japan for CDM will
be held in Tokyo, January 2016, with a theme
of “The Evolution of Clinical Data Management
Capabilities” with educational content designed
for all levels of professionals, from beginner to
expert.

What “Evolution” does CDM need? Improved
clinical research process and system are required
to support real-time scientific and operational
decision-makings utilizing large data. To meet
these challenges and opportunities, further col-
laboration is needed among industry, govern-
ment, and academia. CDM must draw away from
conventional data managers and should lead the
“Evolution” of clinical research.

This workshop is focused on translating the shift
of clinical research landscape into practice and
explores contemporary CDM roles and respon-
sibilities. 1t will help you improve the quality
of your clinical research and data management
activities through educational sessions and net-
working opportunities among industry, govern-
ment, and academia involved with global Clinical
Data Management.

TARGET AUDIENCE

* Clinical data managers

* Clinical research coordinators

* Biostatisticians

* Clinical development professionals

* Information technology professionals

* QC/QA professionals

Regulatory affairs professionals

» Post marketing surveillance professionals
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9:00-9:30 CDM CHATTING SESSION REGISTRATION

9:30-11:30 CDM CHATTING SESSION

This session will be conducted in Japanese only.
FACILITATORS

Masako Karino, PhD

Senior Manager, Pharmacovigilance Center, Ikuyaku. Integrated Value
Development Division

Mitsubishi Tanabe Pharma Corporation

Kengo Kawasaki

Senior Director, Data Management Group, Japan-Asia Data Science, Global
Development

Astellas Pharma Inc.

Junji Kobayashi
Clinical Data Manager, Biometrics, Global Biomedical Science, Global R&D
Santen Pharmaceutical Co., Ltd.

Misato Kuwagaki

Senior Associate, Process and Technology, Global Data Delivery
Data Science & Solutions, Biometrics and Advanced Analytics
Eli Lilly Japan K.K.

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

Naoki Tomotsugu
Director General, Center for Advancing Translational Sciences
Kanagawa Prefectural Hospital Organization

<Theme of CDM Chatting Session>

* Challenges in e-Submission

* Risk Based Approach to Monitoring
* Quality of Investigator Initiated Trials
* What Data Should Be Collected?

+  Others

12:30-13:00 WORKSHOP REGISTRATION
13:00-13:15 WELCOME AND OPENING REMARKS
Ko Sekiguchi

Director, DIA Japan

Motohide Nishi, MBA
Program Chairperson / Vice President, Asia Pacific Technology
Medidata Solutions K.K.

13:15-14:45 KEYNOTE SPEECH

SESSION CO-CHAIRS

Mika Ogasawara

Senior Manager, Japan Clinical Informatics & Innovation, Development
Operations

Pfizer Japan Inc.

Motohide Nishi, MBA
Vice President, Asia Pacific Technology
Medidata Solutions K.K.

KEYNOTE SPEECH 1
Drug Access and Affordable Cancer Care in Japan

Yasuhiro Fujiwara MD, PhD
Director General
Strategic Planning Bureau of the National Cancer Center

There are so many social systems those enable early access to

drugs for unmet medical needs in the world; breakthrough therapy
designation and expanded access program in the United States;
early access medicines scheme in the UK; compassionate use (CU)
program in the EU; fixed-term conditional approval, Japanese-
type CU program, and patient-proposed health services in Japan
etc. Patients with life-threatening and serious disease or long-
suffering intractable orphan disease aspire unapproved novel drug
candidates even if those efficacy/safety evidence are immature.
We, physicians/surgeons, have to pay attention to those desire. As
Japan approaches a super-aging society with an average age that
is expected to peak by 2025, we should decide whether to maintain
universal health care through promotion of innovation in life sciences
and affordable care, or to change to a private insurance-led health
care system similar to that of the US.

KEYNOTE SPEECH 2
PMDA’s Initiative for Promotion of Regulatory Science

Mayumi Shikano PhD

Associate Center Director, Center for Product Evaluation

(for Advanced Review with Electronic Data Promotion and Science Board)
Pharmaceuticals and Medical Devices Agency

Pharmaceuticals and Medical Devices Agency (PMDA) received high
reputation internationally after reducing drug and medical device
lag in Japan. As a further international contribution and promotion
of regulatory science, PMDA has published PMDA International
Strategy in summer of 2015. Learn more about PMDA International
Strategy including the establishment of Regulatory Science Center.

KEYNOTE SPEECH 3

FDA Strategy - Leveraging Electronic Standards to Expand Data
Usability

Mary Ann Slack
Deputy Director, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

Each year the US FDA receives large amounts of data in premarket
submissions and postmarket reports. Much of this data is not
currently in a standardized form. The lack of consistency makes it
difficult for reviewers to pool data for analysis or to take the most
advantage of technology to perform analyses. Additionally, huge
sources of “real world” data exist that could provide important
safety information to reviewers. This presentation will describe FDA's
efforts in exploring, encouraging use of, and implementing electronic
standards and terminologies to expand the usability of available
data.

14:45-15:15 COFEE BREAK

15:15-16:45 SESSION 1

How Should We Collect and Leverage the Medical Data in
the “Real World”?

SESSION CO-CHAIRS

Mika Ogasawara

Senior Manager, Japan Clinical Informatics & Innovation, Development
Operations

Pfizer Japan Inc.

Motohide Nishi, MBA
Vice President, Asia Pacific Technology
Medidata Solutions K.K.

How should we collect and leverage the medical data in the “real
world” after drugs/ medical devices are launched in order to make
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the information more beneficial to patients, healthcare workers,
government, academia and industry? In this session we will have
various discussions about the real world data (RWD) post new
drug/medical device approval, e.g. current situation and future
possibilities. A drug lag issue is being eliminated and now drug
discovery form Japan and “Iku-yaku” have become a hot topic in
Japan. So, we believe it is time to rethink about what and how

to collect and utilize the post-marketing study/surveillance data
and RWD, and furthermore consider the other methodologies to
leverage the RWD for providing the better means of cure. This
session is expected to inspire the audience to learn and think about
data management in non-interventional studies and data science for
RWD.

Central Real World Informatics Function: Operational and
Organizational Considerations

Nathan R. Crisel

Director, Real World Informatics and Analytics Function, Corporate Strategy
and Planning and SIM

Astellas US LLC

Use of Real World Data

Kotonari Aoki
Manager, Epidemiology Group, Drug Safety Data Management Department
Chugai Pharmaceutical Co., Ltd.

Panel Discussion

PANELISTS
Session Speakers and

Yasuhiro Fujiwara MD, PhD
Director General
Strategic Planning Bureau of the National Cancer Center

Osamu Komiyama
Senior Manager, Development Intelligence, Regulatory Affairs
Pfizer Japan Inc.

Hironobu Saito, PhD
Vice President, New Drug Regulatory Affairs Department, R&D Division
Daiichi Sankyo Co., Ltd.

Mayumi Shikano PhD
Director, Office of Standards and Guidelines Development
Pharmaceuticals and Medical Devices Agency

Mary Ann Slack
Deputy Director, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

16:45-18:00 SESSION 2

Challenges in Data Management
SESSION CO-CHAIRS

Mariko Mizumoto

Associate Director, Electronic Data System Management Group, Clinical
Data & Biostatistics Department, R&D Division

Daiichi Sankyo Co., Ltd.

Motohide Nishi, MBA
Vice President, Asia Pacific Technology
Medidata Solutions K.K.

The roles and responsibilities of data management are changing
following innovative changes in operations and technologies.

It is important to promote clinical research in academia for the
development of new treatment and/or prevention treatment
methods to diseases. Additionally, introduction of new quality
management system, such as Risk-based Approach to Monitoring,
and electronic data interoperability using information technologies

are keys to success of improving quality, speed, cost, and values of
clinical research. Challenges in data management will be discussed
in this session when reconsidering the importance of the data in this
end as well as pursuing the quality and the cost speed.

Utilization of LDM (Local Data Management) to improve the Quality
of Clinical Research in Japan

Tadashi Yoshimoto
Data Science Division, Center for Clinical Research
Kobe University Hospital

Takahiro Yasuda

Associate Professor, Translational Research and Regulatory Science
Division, Center for Clinical Research

Kobe University Hospital

Risk Based Monitoring Using CDISC Data

Shizuko Takahara, MA
Assistant Professor
Innovative Clinical Research Center, Kanazawa University, Japan

eSource -What’s Holding Us Back?

Jonathan Raymond Andrus, MS
Chief Data Officer
Clinical Ink, Inc.

18:15-20:00 NETWORKING RECEPTION

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.
Wednesday, January 27
Thursday, January 28
Friday, January 29

All times are acceptable
Before 8:00 am and after 9:00 pm
Before 8:00 am and after 8:00 pm
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8:30-9:00 WORKSHOP REGISTRATION

9:00-10:20 SESSION 3

Clinical Quality Management System
SESSION CO-CHAIRS

Kyoko Minamoto
Clinical Research Support Center
The University of Tokyo Hospital

Yumi Sugiura
Central Monitor, Global Data Strategies and Solutions
Bristol-Myers K.K.

There is an increasing focus on having Clinical Quality Management

Systems (QMS) in place for clinical research. Regulatory agencies have
also expressed interest in this topic and they are increasingly speaking

about the importance of sponsors’ QMS in clinical research, and of
the shifting expectations for sponsors’ clinical study oversight, in
particular to a quality risk management approach in study oversight.

In this session, we will learn what regulatory agency think about

QMS for clinical research considering a revision of ICH E6 being
discussed and the largest section of change to E6 is the new sponsor
responsibility section 5.0 on Quality Management. There will be some
challenges we deal with when implementing QMS. We will also been
given a sense of what we can do to contribute to QMS planning and
its implementation as Data Expert.

ICH E6 Revision and QMS

Hironobu Saito, PhD
Vice President, New Drug Regulatory Affairs Department, R&D Division
Daiichi Sankyo Co., Ltd.

Views from PMDA -The Impact of ICH E6 Revision-

Hazuki Takaura, MSc
Inspector, Office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Devices Agency

Risk-Based Approaches to Assess Data Integrity in Medical Product
Development

Richard Zink, PhD
Principal Research Statistician Developer, JMP Life Sciences Division
SAS Institute Inc.

10:20-10:50  COFFEE BREAK

10:50-12:10 SESSION 4

Risk Based Approach to Monitoring (RBM)
Expectations to Data Managers / Central Monitors from
Monitors & Sites

SESSION CO-CHAIRS

Kazuya Doi, MBA
Senior Associate, Asia Pacific Data Sciences & Solutions
Eli Lilly Japan K.K.

Norio Shimazaki
Senior Manager, CTA and STM Group, Regional Clinical Operation, Japan
Bristol-Myers K.K.

Do you know How Monitoring system and operations change with
RBM? Do you know how did a relation with investigational sites
change with RBM? It is good for Data Managers to hear voices from

monitors who face with investigational sites. This collaboration session

is held with DIA Clinical Operation and Monitoring Workshop (COM).
Let’s hear our customer voices and discuss what can do together!

We will have another session in DIA COM in March 2016 and will give
Data Managers / Central Monitors feedbacks to monitors conversely.

The Experience Obtained from RBM Pilot Study

Manabu Takata
Regional Clinical Operation Japan
Bristol-Myers K.K.

Changing Mindset and Approach to Implementation of Process
Management Monitoring which is Foundation of Risk Based
Monitoring

Izumi Omura
Takeda Pharmaceutical Company Limited
RBM: The Shionogi Experience

Yoshiyasu Yoshioka
Clinical Research Department
Sionogi & Co., Ltd.

Panel Discussion
PANELISTS

Session Speakers and

Misato Kuwagaki

Senior Associate, Process and Technology, Global Data Delivery, Data
Science & Solutions, Biometrics and Advanced Analytics

Eli Lilly Japan K.K.

Yumi Sugiura
Central Monitor, Global Data Strategies and Solutions
Bristol-Myers K.K.

12:10-13:40 LUNCH BREAK

The report on the CDM Chatting Session held in the morning of Day 1
will be shown on the screen during the lunch break.

13:40-15:00  SESSION 5

Clinical Data Management Principles
SESSION CO-CHAIRS

Manami Hashimoto

Manager, Oncology Data Management Group, Integrated Science &
Operations Dept., Oncology Div., Oncology Development & Medical Affairs
Dept.

Novartis. Pharma K.K.

Tomoko Sugiyama

Associate Manager, Data Practice Group, Biomedical Data Sciences Dept.,
Clinical Platforms and Sciences, Development & Medical Affairs Division
GlaxoSmithKline K.K.

Clinical Data Management (CDM) has been evolving and developing
their expertise in computerization and globalization by optimizing
and standardizing our ever more complicated work. Principles of
CDM have also been changing. We would like to make this session a
chance to re-discover and re-educate the fundamental principle of
CDM’s role and ensuring clinical data reliability. Thinking through the
fundamental principle, we hope to discuss what we should do for
the future evolution of CDM.

Advancing Data Management in Academic Research Organizations

Reza Rostami, MBA, RAC
Assistant Director, Quality Assurance and Regulatory Compliance
Duke Clinical Research Institute
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DM Principle from JPMA (Tentative)

Osamu Komiyama
Senior Manager, Development Intelligence, Regulatory Affairs
Pfizer Japan Inc.

Is CDM in ARO, CRO, Sponsor Different?

Makoto Yokobori

President, Suxac Inc. / Teikyo University Clinical Research Center
Panel Discussion

PANELISTS

Session Speakers and

Yuu Jincho, JD, MSc

Manager, Data Practice Group, Biomedical Data Sciences Department,
Clinical Platforms & Sciences, Development & Medical Affairs Division
GlaxoSmithKline K.K.

Toshihiko Watanabe
Advisor
Japan CRO Association

15:00-15:30 COFFEE BREAK

15:30-16:20 SESSION 6

CDISC and Electronic Data Submission
SESSION CO-CHAIRS

Yukiko Nagata

Associate Director, Clinical Data Management, Clinical Data Science
Department, Japan Development Center

Takeda Pharmaceutical Company Limited

Toshiki Sugita, PhD
Principal Inspector, Office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Devices Agency

Both health authorities, PMDA and FDA, will require electronic

data submission using CDISC Data Standards in future submission.
Pharmaceutical companies would need to create internal process to
adjust to this big change. The goal of this session is to discuss new
requirements and successful global electronic data submissions.
Additionally, Rebecca D. Kush, PhD, President, CDISC is invited and
she shares with us about details of CDISC Therapeutic Area Data
Standards initiative to Streamline Clinical Research.

One Global Electronic Data Submission

Yuichi Nakajima

Statistical Programmer, Statisitical Reporting Group, Data Sciences &
Scientific Operations Department, Development Division

Novartis Pharma K.K

Coalition For Accelerating Standards and Therapies: Innovative
Partnership for Developing CDISC Therapeutic Area Data Standards
to Streamline Clinical

Rebecca D. Kush, PhD
President and Chief Executive Officer
Clinical Data Interchange Standards Consortium (CDISC)

16:20-17:50 SESSION 7

FDA-PMDA Regulatory Special Session

PMDA-FDA Collaboration on Electronic Data Submission
SESSION CO-CHAIRS

Yumiko Asami

Statistician, Manager, Electronic Data System Management Group, Clinical
Data & Biostatistics Department, R&D Division

Daiichi Sankyo Co., Ltd.

Yukikazu Hayashi
Division Manager, Data Science Division Il
A2 Healthcare Corporation

PMDA published series of guidance on electronic data submissions
in April 2015 and many of the technical questions have been
clarified. On the otheOr hands, there are many questions how PMDA
and FDA collaborate on electronic data submission, acceptance of
eNDA, and future data use, etc.

This special PMDA-FDA session is organized to hear and understand
the status of e-submission to PMDA and FDA, the differences in
acceptance of electronic data in PMDA and FDA, and the future data
utilization in PMDA and FDA.

Special Presentation from PMDA: Update from PMDA (Tentative)

Yuki Ando, PhD

Senior Scientist for Biostatistics / Advanced Review with Electronic Data
Promotion Group

Pharmaceuticals and Medical Devices Agency

Special Presentation from FDA: FDA Perspective on the Common
Protocol Template

Ron Fitzmartin, PhD, MBA
Senior advisor, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

Panel Discussion: PMDA and FDA
PANELISTS

PHARMACEUTICALS AND MEDICAL DEVICES AGENCY

Yuki Ando, PhD
Senior Scientist for Biostatistics, Advanced Review with Electronic Data
Promotion Group

Naruhiko Hiramoto
Director for Information System Coordination

Mayumi Shikano, PhD
Associate Center Director (for Advanced Review with Electronic Data
Promotion and Science Board)

U.S. FOOD AND DRUG ADMINISTRATION

Ron Fitzmartin, PhD, MBA
Senior Advisor, Office of Strategic Programs, CDER

Mary Ann Slack
Deputy Director, Office of Strategic Programs, CDER

Stephen Wilson, DrPH
Director, Division of Biometrics Ill, Office of Biostatistics, OTS, CDER
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DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi-

honcho, Chuo-ku, Tokyo 103-0023 Japan
tel +81-3-6214-0574 « fax +81-3-3278-1313

The 19th Annual Workshop in Japan for Clinical Data Management
Event #16301 « January 28-29, 2016 | KFC Hall, Ryogoku, Tokyo
Address: 1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015

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 member-
ship for a full year: www.DIAGlobal.org/Membership

O DO want to be a DIA member

O DO NOT want to be a DIA member

8%
CONSUMPTION
TAX

NO TAX

Early Bird (until Jan. 7, 2016) ¥42,000 O ¥45,360 O
Industry ¥48,000 O ¥51,840 O
MEMBER
Government , Non Profit ¥25,000 0 ¥27,000 0
Academia, Medicals ¥19,000 O ¥20,520 O
Industry ¥65,500 O ¥70,740 O
(\[0]N]7]37/=]9:8 Government, Non Profit ¥42,500 U ¥45,900 1
Academia, Medicals ¥31,000 0 ¥33,480 0
Membership ¥17,500 0 ¥18,900 O
MEMBERSHIP | RAGILEUNESITY ¥31,500 U ¥34,020 0
(hcadema, Medical” ¥izoood| w2960l

Early Bird Deadline: January 7, 2016

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

Please check the applicable category:

O Academia QO Government Q Industry O Medicals

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

TRAVEL AND HOTEL

Dai-ichi Hotel Ryogoku is convenient accomodation adjacent to the
venue. To reserve, please contact the Dai-ichi Hotel Ryogoku below.

Address:  1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015, Japan
Telephone: +81-(0)3-5611-5211 / Fax: +81-(0)3-5611-5212
Email: daiichi-hotel@dh-ryogoku.com

URL: http://www.dh-ryogoku.com/english/index.html

CANCELLATION POLICY: On or before January 21, 2016
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.

Photography Policy

By attending any DIA events, you give permission for images of you
(captured during the conference through video, photo, and/or digital
camera) to be used in DIA promotional materials, publications, and/
or website and waive any and all rights including, but not limited to
compensation or ownership.

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

O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.

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

O CREDIT CARD (VISA OR MASTERCARD ONLY)

a VISA a Mc Exp. (mm/yy)

Last Name

First Name M.I.

Degrees Q Dr. QM. QO Ms.

Card No

Cardholder Name

Job Title

Signature

Company

Address (As required for postal delivery to your location)

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
www.DIAjapan.org

City State Zip/Postal Country
email Required for confirmation
Phone Number Required Fax Number
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Programs, CDER
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Mary Ann Slack

Senior Advisor, Office of Strategic
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U.S. Food and Drug Administration
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Director, Division of Biometrics ll, Office
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U.S. Food and Drug Administration
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Drug Access and Affordable Care in Japan
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There are so many social systems those enable early access
to drugs for unmet medical needs in the world; breakthrough
therapy designation and expanded access program in the United
States; early access medicines scheme in the UK; compassionate
use (CU) program in the EU; fixed-term conditional approval,
Japanese-type CU program, and patient-proposed health services

in Japan etc. Patients with life-threatening and serious disease
or long-suffering intractable orphan disease aspire unapproved
novel drug candidates even if those efficacy/safety evidence are
immature. We, physicians/surgeons, have to pay attention to
those desire. As Japan approaches a super-aging society with an
average age that is expected to peak by 2025, we should decide
whether to maintain universal health care through promotion of
innovation in life sciences and affordable care, or to change to a
private insurance-led health care system similar to that of the US.
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FDA Strategy - Leveraging Electronic Standards to
Expand Data Usability

Deputy Director, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

Mary Ann Slack
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Central Real World Informatics Function: Operational and
Organizational Considerations
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Deputy Director, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

Mary Ann Slack
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Risk Based Monitoring Using CDISC Data
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eSource -What's Holding Us Back?

Clinical Inc.

Jonathan Raymond Andrus, MS
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DIA and You:
Driving Ideas

T Action §

With DIA, people and
ideas come together on a
global scale to accelerate
innovation and identify

solutions.

Become a member today at
DlAglobal.org/Membership

The More You
Put In, the More
ITU Get Out

DIA Communities

are unique global forums
offering neutral and
multidiscipline opportunities
to devélop professionally while
raising the'level of health and
well-being worldwide.

Find out more at
DlAglobal.org/Community
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Risk-Based Approaches to Assess Data Integrity in
Medical Product Development

SAS Institute Inc.
Richard Zink, PhD
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Coalition For Accelerating Standards and Therapies:
Innovative Partnership for Developing CDISC Therapeutic
Area Data Standards to Streamline Clinical
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Senior Advisor, Office of Strategic Programs, CDER
U.S. Food and Drug Administration
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Senior Advisor, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

Ron Fitzmartin, PhD, MBA

Deputy Director, Office of Strategic Programs, CDER
U.S. Food and Drug Administration

Mary Ann Slack

Director, Division of Biometrics IlI, Office of Biostatistics, OTS, CDER
U.S. Food and Drug Administration
Stephen Wilson, DrPH
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