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5t DIA Clinical Operations
and Monitoring Workshop

Evolution and Challenges of Clinical Operations

March 9-10, 2017
KFC Hall | Ryogoku, Tokyo

The 5th DIA Clinical Operations and Monitoring Workshop presents a prominent forum
where industry, regulatory and academic professionals can gather for open discussion.
This year’s forum focuses on “Evolution and Challenges of Clinical Operations.”

ICH E6 (Revision 2) is currently in the final stage of discussion. The intent of this revision
is to introduce a systematic Quality Management system built upon the risk-based
approach to clinical trials. There are many unanswered implementation questions, such
as what kind of system is ideal and how much quality commitment is necessary.

But the revision of ICH E6 also presents good opportunity to review its essence -
“protection of the human rights, maintenance of the safety, and improvement of the
welfare of subjects participating in clinical trials” and “assurance of scientific quality of
clinical trials and of reliability of results” - which is the objective of GCP. It is important
that everyone involved in clinical trials return to the basics and provide ideas from each
perspective (sponsors, industry, regulatory and academic professionals), with ownership
and accountability, about which process should be improved and how, and how they will
collaborate to improve clinical trial quality in Japan. National regulations such as the
Ministerial Ordinance on Good Clinical Practice (GCP) will accordingly be revised. Now
is the very best time for this first step leading to the improvement of the clinical trial
environment in Japan.

In this workshop, leadership from the Office of Conformity Audit of the Pharmaceuticals
and Medical Devices Agency (PMDA) will explain the revision of ICH E6, often called
the core of clinical operations, and how it is reflected in the current state and future
direction of national regulations. A member of the ICH working group will introduce
future hot topics associated with clinical operations; the Quality Management System
(QMS), which has a huge impact on the evolution of clinical operations; and examples
of IT technologies used in the front lines. In another session, principal investigators and
Clinical Research Coordinators (CRCs) will propose improvements to the clinical trial
environment from their perspectives, while trial sites and sponsors discuss the gap
revealed by the DIA Clinical Operations & Monitoring (COM) Community between the
ideal and the real in clinical trials.

Alarge number of drug development stakeholders, such as CRAs and CRCs (i.e., frontline
workers) are involved in clinical operations. While there has been much discussion of
how these and related changes will fit into on-site operations, there have been few
proposals for improvement. This workshop presents our chance to realize the passion of
these frontline workers intending to improve the clinical trial environment.

The impact of natural disasters will be also be discussed, especially preparation for and
response to earthquakes based on experience from of the 2016 Kumamoto earthquakes.

As in previous workshops, there will be a Chatting Session for attendees to meet and
exchange ideas. Please note that the dress code is business casual to make the workshop
atmosphere ideal for open discussion.

Tabletop Exhibit Opportunities Available
For information, contact DIA Japan

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

Tel: +81.3.6214.0574 | Fax: +81.3.32781313

email: Japan@DIAglobal.org

DEVELOP Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashihoncho,
D I A INNOVATE Chuo-ku, Tokyo 103-0023 Japan

Simultaneous
Translation Available

+81.3.62140574
ADVANCE Japan@DIAglobal.org

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



DAY 1| MARCH 9, 2017 (THURSDAY)

9:00-9:30 CHATTING SESSION REGISTRATION

9:30-11:30

CHATTING SESSION (Japanese Language Only)

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) Site Selection

2) Study Start-Up

3) Patient Recruitment

4) Process of Clinical Trial (Quality Management System, Date Entry etc.)

FACILITATORS:

Masayuki Iiﬂ'ima

Manager, Clinjcal ,StudX M,anaqum,ent Group, Medical Affajrs Plannin
Department, Medical Affairs Division, Chugai Pharmaceutical Co., Ltd.
Eisuke Nakata, MSc o

C|In|§a| Trial Lead Ca_rdlovascvlar, Department of Clinical M,an?%emené,
Headquarters of Clinical Development, Otsuka Pharmaceutical Co., Ltd.
Kazumasa Sugao_ )
Group Manager, Clinical Research Department, Sohyaku Innovative
Research Division, Mitsubishi Tanabe Pharma Corporation

Shiho Sugiura

Manager, Study O}?eKration Excellence Group, Oncology Development Dept.,

Novartis Pharma

12:00-12:30 WORKSHOP REGISTRATION

12:30-12:50

WELCOME AND OPENING REMARKS

Ko Sekiguchi
Director, DIA Japan
PROGRAM CHAIR
Keiichi Inaizumi, MSc

Manager, Clinical Operations and Compliance 1, Development Operations,
Pfizer Japan Inc.

12:50-13:50 KEYNOTE ADDRESS

ICH E6 Revision Impacts to Clinical Operations

ICH E6 Revision was one of the topics discussed at our 2015 workshop. This
year, based on the ICH Osaka Meeting (November 2016) and subsequent
activities, the latest status of ICH E6 Revision 2 will be presented. In addition,
the corresponding revision to Japan regulation, e.g. J-GCP, will be shared,
culminating in discussion of the future directions for clinical operations and
quality management in Japan.
SESSION CHAIR:
Satoshi Saeki, MSc
Associate Director, Business Process Improvement and Innovation,
Quiality, Innovation, and Learning Services (QuILS), Astellas Pharma
Development Inc., USA

Overview of E6 (R2)

Ryosuke Sakai, MSc

Inspector, Office of Non-clinical and Clinical Compliance,

Pharmaceuticals and Medical Devices Agency (PMDA)

PMDA’s Expectations for E6 (R2) and Local Implementation Plan
Makoto Hirose, MSc

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

13:50-14:20 SESSION 1

Update on New ICH Topics for the Future ICH
Guideline Development

The ICH Assembly in Lisbon declared GCP as one of the key areas for

its strategic discussions. Strategic ICH discussions on the ICH guideline
development are ongoing. After implementation of E6(R2) with innovative
clinical quality management approaches, what kind of GCP “renovation” is
anticipated in the future? In this special lecture, the ICH Project Committee in
JPMA will provide updates from discussions on new ICH Topics.

SESSION CHAIR:

Eri Sekine ) )

Department Head, Inte(t;rated Science & Operations Department,
Oncology Development and Medical Affairs, Novartis Pharma K.K.

Update on New ICH Topics for the Future ICH Guideline
Development: Good Clinical Practices
Masafumi Yokota, DVM, PhD

ICH Project Committee, Japan Pharmaceutical Manufacturers
Association

COFFEE BREAK /

14:20-14:50 INTRODUCTION OF EXHIBITORS (1)

14:50-16:00 SESSION 2

What is the Difference between “Quality
Management” and “Quality Management System”?
Let’s Think about the Meaning of “System” as a
Keyword of QMS!

ICH E6(R2), planned to be finalized as Step 4 by November 2016, will direct
sponsors to introduce and execute a Clinical Quality Management System
(CQMS). However, most members of clinical operations are not so familiar with
the conceint of QMS in Japan, they may misunderstand that they can implement
the overall CQMS in their process only when a part of each CQMS element

is introduced. This session will present the TransCelerate CQMS framework,
including an overview of the foundational aspects upon which to build CQMS.

It will also present an advanced Issue Management case, a key point for CQMS
implementation: The point is to assess, manage and share “issues that matter” at
the organizational level, and not to execute each element individually at the trial
level. This is our opportunity to re-think this new CQMS system.

SESSION CO-CHAIRS:

Yukihiro Matsuda, MSc

Research Scientist, Clinical Development Operations & Innovations, Medicines
Development Unit Japan, Eli Lilly Japan K.K.

Satoshi Saeki, MSc

Associate Director, Business Process Improvement and Innovation, Quality,

Innovation, and Learning Services (QuILS), Astellas Pharma Development Inc.,
USA

Overview of Transcelerate QMS Framework and Key Aspects

Tatsuya Murakami
Head, Medical Quality Assurance Japan, Pfizer Japan Inc.

Realization of Transcelerate QMS Framework - Issue
Management

Kiyomi Hirayama

Head of Quality Management Unit, MSD K.K.

16:00-17:40 SESSION 3

Brand-New Clinical Study Utilizing ICT - Challenge
and Future Views

In response to the paper CRF to EDC revolution, a new monitoring methodology
has been developed - risk-based monitoring (RBM). RBM is a methodology
made possible by EDC, which results in ettlln% data in.a more timely manner
and confirming data remotely, neither of which is possible when using paper
CRFs. This session will share how clinical trials have been impacted by utilizing
ICT, how they will improve in the future, and what we have to try at this point to
achieve that future state. It will also introduce current hot topics on four ICT use
cases in clinical trials.

SESSION CO-CHAIRS:

Mitsuo Hayashi, MSc

Director, Clinical Enablement, MSD K.K.
Nobuhiro Koga, MBA, PMP

Director, PAREXEL International

Direct Data Transfer from Hospital Information System to
Sponsor for Clinical Trials - Benefits and Challenges -
Mirai Kikawa

Oncology Data Management Group, Integrated Science & Operations Div.,
Novartis Pharma K.K.

Inspection Readiness Using eTMF
Kiyoko Matsushima
Manager, Development Operations, Pfizer Japan Inc.

Actual and Challenges of e-PRO Implemented Studies
Kayoko Endo
Manager, Clinical Operations, GlaxoSmithKline K.K.

eConsent Implementation and Challenge in Japan

Katsuji Sawaki

Manager, Clinical Deveopment Operations & Innovations, Eli Lilly Japan
K.K.

17:40-19:30 NETWORKING RECEPTION

Unless otherwise disclosed, DIA acknowledges that the statements
made by speakers are their own opinion and not necessarily that of the
organization they represent, or that of the DIA.

Speakers and agenda are subject to change without notice.

Recording of any DIA tutorial/workshop/meeting information in any
type of media, is prohibited without prior written consent from DIA.




DAY 2 | MARCH 10, 2017 (FRIDAY)

9:30-11:15 SESSION 4

13:45-15:05 SESSION 6

Recommendations for the Improvement on Clinical

Operations to Ensure the Data Integrity from
Clinical Sites

The planned addendum of ICH-GCP, combined with an increasing trend toward
an RBM approach, means that building a quality management system in clinical
trial sites is more important than ever. But this must happen in an environment
where the roles and responsibilities of each clinical operations stakeholder -
between sponsor and clinical trial site, and between site-CRCs and SMO-CRCs
- are too numerous to fully consider. This session will discuss the challenges

of improving clinical operations and the quality of clinical trials and consider
recommendations from the investigator, coordinating investigator and CRC
viewpoints.

SESSION CO-CHAIRS

Toshiya Hara

Executive Vice President, I'rom Co., Ltd.

Akiko Kitagawa

General Manager, EPS Corporation

Tsuyoshi Teramoto, PhD
Division Manager, Hokkaido University Hospital

Challenge and Initiative on the Operation of Clinical Trials from
the Viewpoint of the Medical Organization

Takayuki Yoshino, MD

Director, Department of Gastrointestinal Oncology / Head, Clinical Trial
Management Office, National Cancer Center Hospital East

Lessons Learned from Investigator Initiated Trial

Hiroji lwata, MD

Chief, Department of Breast Oncology / Vice Director, Aichi Cancer
Center Hospital

Challenge for Building Quality Management System at a Clinical Site

Yukiko Enomoto, RPh
Clinical Research Center, Nihon University Itabashi Hospital

Panel Discussion

All Session Speakers and

Keiichi Inaizumi, MSc

Manager, Clinical Operations and Compliance 1, Development Operations,
Pfizer Japan Inc.

Akiko Kitagawa

General Manager, EPS Corporation

COFFEE BREAK /

11:15-11:45 INTRODUCTION OF EXHIBITORS (2)

11:45-12:45 SESSION 5

Activity Report of Clinical Operations & Monitoring

(COM) Community in 2016-2017

In this trial initiative, the Clinical Operations & Monitoring Community focused
on and discussed a specific topic for an entire year. The topic: “What’s the
gap between actual and ideal conditions at clinical trial sites” and “How to
overcome the gap?” This session presents the results of that discussion.
SESSION CO-CHAIRS:

Masayuki lijima

Chugai Pharmaceutical Co., Ltd. / COM Community Core Member
Kazumasa Sugao

Mitsubishi Tanabe Pharma Corporation / COM Community Lead

Activity Report of COM Community

Eisuke Nakata, MSc

Otsuka Pharmaceutical Co., Ltd. / COM Community Core Member
Shiho Sugiura

Novartis Pharma K.K. / COM Community Core Member

Activity Report: How to Address the Gap - Site Selection
Wataru Nagamura
Quintiles Transnational Japan K.K.

Activity Report: How to Address the Gap - Proses Management
Kazuki Inoue, MSc
A2 Healthcare Corporation

Activity Report: How to Address the Gap - Start Up
Haruka Okamoto, MSc
Ono Pharmaceutical Co., Ltd.

Activity Report: How to Address the Gap - Patient Enrolments
Ikiru Matsumoto, MSc
AbbVie GK.

12:45-13:45 LUNCH BREAK

The Preparedness for Earthquake and/or Disaster

Following the Great East Japan Earthquake in 2013, the Ministry of Health, Labour
& Welfare (MHLW) issued guidance on clinical studies in the event of large scale
disasters. However, there has been no opportunity for the Ministry to exchange
views on it with industry. In this session, two site management associates will

talk about the manual they have prepared based on this guidance, and what
responses and actions were found to be necessary at hospitals in the affected
area when the 2016 Kumamoto earthquakes hit. The panel discussion will address
preparedness for unpredictable disasters and maintenance of the guidance from
the practical point of view.

SESSION CO-CHAIRS

Toshiko Ishibashi, PhD

Associate Clinical Operations Manager, Japan Site Management &
Monitoring, AbbVie GK

Miyoko Yamauchi

Clinical Study Management Dept., Chugai Pharmaceutical Co., Ltd.

Administration of Clinical Research after Wide-Scale Disaster
Sawana Narita, MS
Center for Clinical Research, Kumamoto University Hospital

Drawing Up of the Disaster Countermeasure Manual for
Clinical Trial

Yui Nagoya

Clinical Research Center, Shonankamakura General Hospital

Novel Action Checklist and Flowchart in Large Scale Disaster
Narumi Matsumura, MS
Institution Sponsor Efficiency Improvement Project (ISEI-PJ)

Center for Advancing Clinical and Translational Sciences, National
Cerebral and Cardiovascular Center

Panel Discussion

All Session Speakers and

Hironao Kobayashi, MSc

Institution Sponsor Efficiency Improvement Project (ISEI-PJ)
Satoko Tateyama

Study Coordinator, Kumamoto Office, Site Support Institute Co.,Ltd.

COFFEE BREAK /

15:05-15:35 INTRODUCTION OF EXHIBITORS (3)

15:35-17:05 PANEL DISCUSSION

" In this session, in addition to reviewing the two-day workshop, we will have

discussions which focus on“Evolution and Challenges of Clinical Operations”
beyond the respective positions of industry, government and academia.

First of all, we will confirm and clarify our understanding of what kinds of
benefits are received and what kind of challenges there are in “Introduction
of QMS based on Risk Based Approach” and “Utilization of ICT progress”
corresponding to “Evolution”

Next, we will talk about what we should do as a “challenge” with
understanding the original Ownership and Accountability of each role, to
flexibly address these areas of “evolution” and to further improve the clinical
trial environment in Japan

SESSION CO-CHAIRS

Keiichi Inaizumi, MSc

Manager, Clinical Operations and Compliance 1, Development
Operations, Pfizer Japan Inc.

Norio Shimazaki
Manager, Regional Clinical Operation, Bristol-Myers Squibb K.K.

PANELISTS:

Toshihiko Doi, MD, PhD

Deputy Director / Chief, Experimental Therapeutics, National Cancer
Center Hospital East

Yukiko Enomoto, RPh

Clinical Research Center, Nihon University Itabashi Hospital
Kiyomi Hirayama

Head of Quality Management Unit, MSD K.K.

Makoto Hirose, MSc

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

Nobuhiro Koga, MBA, PMP
Director, PAREXEL International

17:05-17:15 CLOSING REMARKS

PROGRAM VICE-CHAIR
Yukihiro Matsuda, MSc
Research Scientist, Clinical Development Operations & Innovations,

" Medicines Development Unit Japan, Eli Lilly Japan K.K.



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

5th DIA Clinical Operations and Monitoring Workshop

Event #17307 « March 9-10, 2017 | 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. 16, 2017) ¥45,360 11

Industry *
After Feb. 17, 2017 ¥51,840 0
-tii Early Bird (until Feb. 16, 2017) ¥24,300 0

MEMBER * Governm.ent (Full-time),

Non Profit
After Feb. 17, 2017 ¥27,000 O
Early Bird (until Feb. 16, 2017) ¥18,360 O

Academia, Medicals

After Feb. 17, 2017 ¥20,520 O
Industry ¥70,740 0
(01171588 Government (Full-time), Non Profit ¥45,900 O
Academia, Medicals ¥33,480 1
Membership ¥18,900 L]
(=== IR 2-Year Membership ¥34,020 0
Academia Membership (Academia, Medicals)** ¥12,960 0

* Including members of Japan SMO Assosiation.
** To register for Academia Membership, please send this form to DIA Japan office

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: +81.3.5611.5211 / Fax: +81.3.5611.5212

email: daiichi-hotel@dh-ryogoku.com

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

CANCELLATION POLICY: On or before March 2, 2017
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 5th 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 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 hos-
pitality functions.
Wednesday, March 8
Thursday, March 9

Friday, March 10

All times are acceptable
Before 8:00 am and after 8:00 pm
Before 8:00 am and after 6:00 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)

QvisaA O Mc QO JB Exp. (mm/yy)

Card No.

Job Title / Department

Company

Cardholder Name

Address (As required for postal delivery to your location)

Signature

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

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

www.diajapan.org
DEVELOP
I\ INNOWVATE
ADVANCE
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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
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