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4t DIA Clinical Operations
and Monitoring Workshop

Clinical Operation Changes Clinical Trial

March 3-4, 2016
KFC Hall | Ryogoku, Tokyo

The 4th DIA Clinical Operations and Monitoring Workshop is a prominent forum
where industry, regulatory and academic professionals can gather for open
discussion. This year, the forum focuses on “Clinical Operation Changes Clinical
Trial.”

Discussion arising from “Risk Based Approach to Monitoring” demonstrates a
growing need for change and improvement in operations and monitoring of clinical
trials, while at the same time, ICH has made big changes in clinical development at
the global level. E6 (R2), E9 (R1) and E17 are under discussion based on the current
status of the global development and current clinical trial environment. Countries
other than Japan, US and EU will have greater involvement in ICH activities, and
further advancements in global development can be foreseen as a result of the
increase in discussion and involvement from pertinent sectors.

What do we need to understand, what should we consider and what kind of action
should we take in clinical operation and monitoring? With so many elements and
restrictions intertwined, this question can be complicated. The path to clarification
can be found through careful and efficient discussion.

In the workshop, participants will learn about the efforts done by SMO in
Central Monitoring and/or Quality Management. We will analyze how the recent
trend of global development and ICH discussion will impact clinical operations.
Basic concepts of clinical trials will be reviewed to thoroughly understand the
importance of clinical data and quality assurance. By recognizing the current
clinical trial environment in Japan and incorporating various perspectives from
clinical operations, we will discuss what contributions can be made to clinical trials
and the medical environment.

As in past workshops, there will be Chatting Session for attendees to meet and
exchange ideas.

Please note that the dress code is business casual to make the atmosphere of the
workshop ideal for open discussion.

Simultaneous
Translation Available

Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashihoncho,
Chuo-ku, Tokyo 103-0023 Japan

+81.3.62140574

Japan@DIAglobal.org
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DAY 1| MARCH 3, 2016 (THURSDAY)

9:00-9:30 CHATTING SESSION REGISTRATION

14:00-14:30 COFFEE BREAK

9:30-11:30 CHATTING SESSION (apanese Language only)

14:30-16:00 SESSION 2

Choose one of the following topics you want to discuss with others and share
the challenges or difficulties in your daily work. This is a casual chatting and
networking opportunity for everyone.

1) Ideal Collaboration between Clinical Site, SMO, CRO and
Pharmaceutical Company

2) Advanced Approach for Preventing Protocol Deviations

3) Challenging for Risk-Based Monitoring

4) Strategy in Monitoring Plan and Monitoring Reports

5) Preparation and Experiences in GCP Inspection

FACILITATORS:

Masayuki lijima

Primary Medical Group 1, Medical Science Department
Medical Affairs Division, Chugai Pharmaceutical Co., Ltd.

Eisuke Nakata

Clinical Research Associate

Department of Clinilcal Research and Development
Otsuka Pharmaceutical Co., Ltd.

Shiho Sugiura ]
Manager, Study Operation Excellence Group
Oncology Development Dept., Novartis Pharma K.K.

12:00-12:30 WORKSHOP REGISTRATION
12:30-12:50 WELCOME AND OPENING REMARKS
Ko Sekiguchi

Director, DIA Japan

PROGRAM CHAIR

Eri Sekine

Department Head, Integrated Science & Operations Department
Oncology Development and Medical Affairs, Novartis Pharma K.K.

12:50-13:10 GUEST SPEECH

We have been discussing a variegy of topics with mainly Japanese colleagues
at the past clinical operations and monitoring workshops, but we are planning
to expand target audience of the workshop to colleagues in other countries
and have deeper discussions with them about common issues and challenges
related to clinical operations. We believe that the interaction will contribute

to reaching higher level of operational excellence for clinical trials. As a first
approach, we will invite an inspector as guest speaker from CFD| (Center for
Food and Drug Inspection) and the inspector will provide some information on
GCP inspection in China. Recently CFDI has started to take various approaches
toward GCP inspection to ensure quality of clinical trials because clinical )
development in China is dramatically progressing. We are pretty sure that this
will be a very interesting topic to all participants.

SESSION CHAIR:

Satoshi Saeki, MSc

Senior Manager, Immunology and Inflammation Area
Japan Asia Development, Astellas Pharma Inc.

GCP Inspection in China
Rong Zhang

GCP Inspector, Center for Food and Drug Inspection
China Food and Drug Administration

13:10-14:00 SESSION 1

Current and Future State of GCP Inspection

RBM and revised ICH-E6 are expected to dramatically change approaches to
ensure quality in clinical trials. Given this situation, it is very important for us
to have some discussion on the current and future state of GCP inspection by
regulatory authorities. In this session, PMDA will provide a holistic review on
the current and future state of GCP inspection, with practical insights from an
inspector from PMDA.

SESSION CO-CHAIRS:

Satoshi Saeki, MSc .

Senior Manager, Immunology and Inflammation Area

Japan Asia Development, Astellas Pharma Inc.

Hazuki Takaura

Inspector, Office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Devices Agency (PMDA)

Current and Future State of GCP Inspection - From Regulatory
Perspectives-

Takeyuki Sato

Associate Executive Director (for Medical Device Review)
Pharmaceuticals and Medical Devices Agency (PMDA)

Current and Future State of GCP Inspection - From Practical
Insight of PMDA Inspector -

Hazuki Takaura

Inspector, Office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Devices Agency (PMDA)

Fact of Central Monitoring

Collaborative work between monitoring and data management is more in-
demand more than ever before, so for the first time, a collaborative session will
be held with the DIA Clinical Data Management Workshop. While it may appear
that CRAs and Data Managers have been working closely, the reality has been
quite different so far. In this session, your questions regarding the RBM activity
by Data management division will be addressed. Four active guests in the Data
Management arena will present on “Central Monitoring”, as many CRAs are not
familiar with this term. Even CRAs deeply engaged in RBM activity often have
many questions such as, what is the background of the person called “Central
Monitor”, and how to best communicate at clinical sites in the real world, etc. In
this highly interactive session, participants will learn what “Central Monitoring”
is and have opportunities to ask questions.

SESSION CO-CHAIRS:

Hiroshi Kosaku

Senior Corporate Officer, CMIC Holdings Co., Ltd.

Yukiko Nagata

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

Takeda Pharmaceutical Company Limited

Our Challenges for Central Monitoring at Eli Lilly

Misato Kuwagaki
Sr. Associate, Global Data Delivery - Biometrics & Advanced Analytics
Eli Lilly Japan K.K

Turning Risk-Based Monitoring Challenges into Opportunities
Yumi Sugiura

Central Monitor, Global Data Strategies and Solutions

Bristol-Myers Squibb

Development and the Operation of Central Monitoring in
Asian Trials

Yoji Shiobara , RPh, MSc

Associate Clinical Data Manager

Program Management Office, Clinical Data Management
Quintiles Transnational Japan K.K.

Technology Requirements and Challenges to Maximize Synergy
of Central and Site Monitoring

Hiroshi Matsui

Principal Engagement Consultant, Professional Services

Medidata Solutions K.K

COFFEE BREAK /
16:00-16:30 INTRODUCTION OF EXHIBITORS (1)
16:30-17:40 SESSION 3

The Second Impact of ICH and Its Impact on the
Operations in Japan

Future directions of the ICH Guideline and how it affects the future conduct
of clinical trials will be discussed from the E9 (Statistical principles for clinical

trials) and E17 (General principle on planning/designing Multi-Regional Clinical
Trials) perspectives.

SESSION CO-CHAIRS:
Mitsuo Hayashi
Director, Site Monitoring, MSD K .K.

Toshiko Ishibashi, RN, PhD
Clinical Research Coordinator, St. Luke’s International Hospital

New Concepts in the E9 (R1) Guideline
Hideki Suganami, PhD, CJBS

Director, Kowa co., Itd.
Council Member, Data Science Expert Committee, JPMA

Will the E17 Guideline Change the Conduct of Multi-Regional
Clinical Trials (MRCTs)?

Takahiro Araki, MD, PhD

Senior Director, Takeda Development Center Japan

17:50-19:30 NETWORKING RECEPTION




DAY 2 | MARCH 4, 2016 (FRIDAY)

9:30-11:00 SESSION 4

Actions of Quality Management by SMO for Risk
Based Monitoring

As Risk Based Monitoring is now a full-scale application stage in Japan,

it is becoming clear that one of the keys to success is to build a Quality
Management system that focuses on process management in clinical trial
sites. Traditionally, quality management systems have been built by the
clinical trial site itself, which has the responsibility of the appropriate clinical
trial execution and data reporting. An emerging issue is that this process
within clinical trial sites often becomes tacit knowledge , depending on the
experience and effort of the CRC individual.

In this session, the current situation at clinical trial sites will be shared

by introducing cases from SMO, which has been building the Quality
Management system in clinics and the general hospitals. That might allow
us to find opportunities for individuals concerned with clinical trials to push
forward actions for Site Level Risk - indispensable for the establishment of
RBM.

SESSION CO-CHAIRS

Toshiya Hara

Director, Head Office, I'rom Co., Ltd.

Yukihiro Matsuda

Manager, Takeda Pharmaceutical Company Limited

Quality Management to Expect in SMO
Yumi Tsuchiya
Manager, Takeda Pharmaceutical Company Limited

Approaches and Issues toward the Systematic “Quality
Management” at Medical Institutions

Kayo Misue

EP-Mint Co., Ltd.

Example of SMO Quality Management by NEUES at General
Hospitals

Emi Kozasa

NEUES Co., Ltd.

A Survey for the Current Status of the Quality Management in
Clinical Study Sites by Japan Association of Site Management
Organizations (JASMO)

Hideki Tsukahara

Chairman, Japan Association of Site Management Organizations

COFFEE BREAK /

11:00-11:30 INTRODUCTION OF EXHIBITORS (2)

11:30-12:40 SESSION 5

Quality By Design “What is High-Quality Clinical
Trial Data?”

The purpose of a clinical trial is to collect accurate and precise data based
on proper planning, evaluate the resulting data properly, and acquire the
correct information about the efficacy and safety of a drug. “Clinical trial
data” as an output of clinical trial is the information obtained from individual
patients who participated in a clinical trial. It is summarized in the Clinical
study report through a variety of processes, and eventually made available
for authorization decisions of the drug and appropriate use. However, in

the field of clinical trials there are cases where confirmation and discussion
about important data is insufficient due to shortages and discrepancies of
recognition for the “Critical data”, which has an effect on the purpose of
“clinical trial data” and the clinical trial results. With the introduction of Risk
Based Approach to Monitoring (RBM) in recent years, clinical operations and
monitoring are going through a major transition. It is essential to correctly
understand “clinical study data” for identifying risks and conducting efficient
monitoring.

The purpose of this session is to deepen the understanding of “clinical study
data” through discussions of “What is essential data?”, “what data is truly
required for drug efficacy evaluation?”, “Have you ever collected unneeded
data?” and “Are the data and its importance distinguished by the purpose
or focus of user?”, and to inform process and approach for collecting high
quality clinical data from each part (Site, Sponsor).

SESSION CO-CHAIRS:

Keiichi Inaizumi

Japan Clinical Operations, Development Operations, Pfizer Japan Inc.
Kazumasa Sugao

Group Manager, Clinical Research Department I, Development Division
Mitsubishi Tanabe Pharma Corporation

Miyoko Yamauchi

Clinical Research Department, Chugai Pharmaceutical Co., Ltd.

Clinical Trial Data Overview (Tentative)
Osamu Komiyama
Senior Manager, Pfizer Japan Inc.

Clinical Study Data as Seen From a Facility’s Standpoint
Keiko Funahashi
Matsubara Mayflower Hospital

Clinical Trial Data - Sponsor Perspective -
Suzuko Oikawa
Director, R&D Clinical Research, Bristol Myers K.K.

12:40-13:50 LUNCH BREAK

13:50-14:50 SESSION 5 (Continued)
Panel Discussion
‘Selection and Concentration’ in Clinical Trial Data Collection
Eri Sekine

Head, Integrated Science & Operations Department
Oncology Development and Medical Affairs, Novartis Pharma K.K.

PANELISTS:

Speakers for Session 5 and

Rokuya Nochi

EPS Corporation
14:50-15:20 COFFEE BREAK
15:20-16:50 PANEL DISCUSSION

Prior to discussion, the ‘Fact-finding survey on CRO management for

site monitoring activity by CRO CRAs’ (conducted by the Japan CRO
association) will be presented. The survey highlights the actual monitoring
practice conducted while RBM is being introduced . The presentation also
raises questions about the balance between improving clinical study quality
and seeking study effectiveness, and between study acceleration and
meeting study objectives.

Following the presentation, there will be an interactive discussion

between all attendees (study site personnel, study sponsor, CRO, SMO

and others) about how to collaborate in the clinical study to improve the
current situation. In addition, questions from each session during the 2

day workshop will be discussed with the panelists. To meet our mission to
‘deliver potential drug to patients as soon as possible’, we would like to take
this opportunity to seek the direction of clinical operation & monitoring in
the era of RBM.

SESSION CO-CHAIRS

Suzuko Oikawa

Director, R&D Clinical Research, Bristol Myers K.K.
Ryosuke Sakai

Office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Devices Agency (PMDA)
Kyoji Tamanoi

Senior Clinical Trial Manager, Clinical Trial Management
ICON Japan K.K.

Fact-Finding Survey on CRO Management for Site Monitoring
Activity by CRO CRAs

Mutsukuni Kataoka
Sr. Director, Clinical Operations
Quintiles Transnational Japan K.K.

PANELISTS:

Emi Kozasa

NEUES Co., Ltd.

Takeyuki Sato

Associate Executive Director (for Medical Device Review)
Pharmaceuticals and Medical Devices Agency (PMDA)
Norio Shimazaki

Manager, Regional Clinical Operation, Bristol Myers K.K.

16:50-17:00 ABOUT COM COMMUNITY

PROGRAM VICE-CHAIR
Keiichi Inaizumi
Japan Clinical Operations, Development Operations, Pfizer Japan Inc.



REGISTRATION FORM: Register online or forward to
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

4th DIA Clinical Operations and Monitoring Workshop

Event #16307 « March 3-4, 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 [f 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 1 DO want to be a DIA member

O DO NOT want to be a DIA member
INCLUDING 8%

CONSUMPTION
TAX

Early Bird (until Feb. 18) ¥45,360 O

MEMBER Industry ¥51,840 1
Government (Full-time), Non Profit ¥27,000 O

Academia, Medicals ¥20,520 1

Industry ¥70,740 0

(0101157121528 Government (Full-time), Non Profit ¥45,900 O
Academia, Medicals ¥33,480

Membership ¥18,900 O

(=== IR 2-Year Membership ¥34,020 O
Academia Membership (Academia, Medicals)* ¥12,960 O

Early Bird Deadline: February 18, 2016

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

Please check the applicable category:

Q Academia Q Government Q Industry O Medicals

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

Last Name

First Name M.L.

Degrees QDo OM. QO Ms

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 February 24, 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 re-
sponsible 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 the 4th DIA Clinical Operations and Monitoring Workshop,
you give permission for images of you (captured during the conference
through video, photo, and/or digital camera) to be used in DIA pro-
motional materials, publications, and/or website and waive any and all
rights including, but not limited to compensation or ownership.

Private Social Function Policy

DIA does not allow hodspitality functions to be held during any DIA
meeting sessions, scheduled exh|tf|t hours, or social events. Therefore,
the hours noted below are the only hours that are acceptable for hos-
pitality functions.

Wednesday, March 2 All times are acceptable

Thursday, March 3 Before 8:00 am and after 19:00 pm

Friday, March 4 Before 8:00 am and after 18:00 pm
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)

Card No.

Job Title

Company

Cardholder Name

Address (As required for postal delivery to your location)

Signature

City State Zip/Postal Country

email Required for confirmation

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

Phone Number Required Fax Number

www.diajapan.org
DEVELOP
I\ INNOWVATE
ADVANCE
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