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6" DIA Clinical Operations
and Monitoring Workshop

Oriented to the Essence
- Toward a New Era of Clinical Trials

March 8-9, 2018
KFC Hall | Ryogoku, Tokyo

The 6th 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 “Oriented to the Essence - Toward a New
Era of Clinical Trials.”

In recent years, Patient-Centricity (PC) in drug development efforts, mainly
in Europe and the US, have increased. While the concept of PC is very broad,
essentially based on “Pat|ent First” or “Patient Engaged,” regulators, academia, and
pharmaceutical companies each seem to understand the PC concept dlfferently
Efforts in this attempt to reflect the patient voice in drug development include
on Clinical Outcome Assessment (COA), inputs to protocol design and Informed
Consent documents, and feeding clinical trial results back to participating patients.
PC was originally the essence of drug development. In this Workshop, we will work
to understand old and new PC concepts. It is our opportunity to think about “What
kind of change will PC bring about in future drug development?”

ICH - GCP (R2), covered in our previous Workshop, will be enforced in Japan. The
purpose of GCP is to build drug development upon the two pillars of “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.” Its new revision adds “efficiency” as a new
value and also introduces Quality Management System (QMS), and Risk-Based
Monitoring (RBM) based on a “Risk-Based Approach.” This Workshop will feature
keynote lectures on the two topics of PC and ICH - GCP (R2) under our “Oriented to
the Essence - Toward a New Era of Clinical Trials” theme.

Regarding PC session, we will understand the concept and efforts of PC in academia
and industry and discuss the future of PC-focused clinical trials. Similarly, we will
learn about the latest ICH - GCP (R2) enforcement information in the keynote
lecture, followed by discussion in the subsequent session of QMS as a key clinical
trial component.

For protection of personal information, we offer a lecture to deepen your
understanding of the revised Personal Information Protection Law established
in May 2017, and also offer a session focused on the clinical trial site voice, which
introduces efforts as a selected site in clinical trial, and we will argue the gaps
between site and sponsor.

In addition, the DIA Project Management Community session will explain useful

and practical project management skills that facilitate effective clinical trials. We

é/l“ also introduce the 2017 activities of the DIA Clinical Operation and Monitoring
ommunity.

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.

Returning to the essence of our work, refining clinical operations, and using new
values and methods to develop drugs, are required in new era. We believe that
discussions in this 6th DIA Clinical Operations and Monitoring Workshop will lead to
improvement of the clinical trial environment in Japan and, as a result, the realization
of better medical care for all Japan’s patients.

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

DIA ==

Nihonbashi Life Science Building 6F,
Drug Information Association

Simultaneous
Translation Available

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel: +81.3.6214.0574 Fax: +81.3.3278.1313 Email: Japan@DIAglobal.org
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DAY 1| MARCH 8, 2018 (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) Patient Centricity

2) RBM implementation

3) CQMS building

4) Role & Responsibility on Clinical trials

5) Study Management of Clinical trials

6) Personal Information/Secondary use of Clinical trials data

7) Real condition of Clinical Research

FACILITATORS:

Masayuki lijima

Manager, Clinical Trial Coordination Group, Medical Science Department,
Medical Affairs Division, Chugai Pharmaceutical Co., Ltd.

Eisuke Nakata, MSc

Clinical Trial Lead, Cardiovascular, Department of Clinical Management,
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, MSc

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

12:30-13:00 WORKSHOP REGISTRATION
13:00-13:20 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.

13:20-13:50 KEYNOTE ADDRESS 1

The Expectation for Patient Centricity, which
Pharmaceutical Companies are Working on

In recent clinical trials, various initiatives are carried out with a keyword
“Patient Centricity”, mainly in Europe and the United States. So, it is important
for practical personnel like us to understand what is the essential of “to think
patient centered”, isn’t it?

As a keynote, we will invite Prof. Muto who belongs to Department of Public
Policy, The institute of Medical Science, The University of Tokyo. She will give
us a keynote on expectation for Patient Centricity, which pharmaceutical
companies are working on.

SESSION CHAIR:

Eri Sekine

Department Head, Trial Monitoring, Japan Development, Global
Development Operations, Global Drug Development, Novartis Pharma K.K.

TBD

Kaori Muto, PhD
Professor, Department of Public Policy, The institute of Medical Science,
The University of Tokyo

13:50-15:20 SESSION 1

The Future of Clinical Trials Led by Patient
Centricity

Patient Centricity in drug development is defined as “take advantage of the
opinion from patients in planning, execution, and termination phase of clinical
trials” (including activities to respond to the voice of willing to know about
clinical trials). and it has already been taken aggressively in Europe and the
United States. In recent years, mainly foreign pharmaceutical company in.
Japan has started activities such as “Reflect patient’s opinion in clinical trial

design and informed consent document”, “Direct evaluation by patient (PRO)”,

“Sharing clinical trial result to patient”, “Providing clinical trial information to
atients”. Now, we should understand many items about PC (e.g. the overall
ig picture), shouldn’t we?

In this session, we will take you the discussion of what to do to make the PC
settled in Japan, now and the future.

SESSION CO-CHAIRS:

Mitsuo Hayashi, MSc, RPH

Director & Head, Clinical Enablement, MSD K.K

Yukihiro Matsuda, MSc

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

Leveraging Technologies to Build Smarter Clinical Trials Around
Patients

Bryan McDowell, MSc, MBA

Global Program Lead, Digital Development, Novartis Pharma AG

Patient Centricity for Drug Development

Kazuhiko Kamiyama

Member, Drug Evaluation Committee, JPMA

PANELISTS:

ALL SESSION SPEAKERS AND

Kaori Muto, PhD

Professor, Department of Public Policy, The institute of Medical Science,
The University of Tokyo

Takuya Watanabe, MD, PhD

Deputy Director, Pharmaceutical Evaluation Division, Pharmaceutical
Safety and Environmental Health Bureau, Ministry Health, Lobour and
Welfare (MHLW)

COFFEE BREAK /
15:20-15:50 INTRODUCTION OF EXHIBITORS (1)
15:50-16:30 SESSION 2

Protection of Personal Information to Be
Considered in Clinical Trials

The Personal Information Act was amended and became effective from May
2017 to further protect the personal information rights of individuals. This
has a great impact to conduct clinical researches which deal with personal
information of subject patients.

‘However, we, who involves with clinical trials, tend to consider following only

GCP Ordinance and Guidance and obtaining informed consent from the subject
patients suffice to deal with clinical data, and have less understanding of the
Personal Information Act.

In this session, we will provide you with a wide view to understand the concept

and definition of “Personal Information” of the amended Personal Information
Act, especially in clinical trial data. We hope this seminar will provide you

yv:(th op?ortunltles to consider and help your well-understanding of personal
information.

SESSION CO-CHAIRS:
Yukihiro Matsuda, MSc

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

‘Tsuyoshi Teramoto, PhD

Division Manager, Hokkaido University Hospital
Personal Information on Clinical Trials with Quick Introduction of
Next Generation Medical Infrastructure Act

Yuko Hino, LLM
Legal Counsel, GlaxoSmithKline K.K.

16:30-18:00 SESSION 3

PM & COM Collaborative Session: Usefulness of the
Project Management Skill in Monitoring and Study
Site Activities

A project is ‘a unique unprecedented activity with a deadline’. To g{et such ajob
done Is not easy because it usually comes with a number of uncertainties. The
Project Management (PM) Skill was developed to execute project in an efficient
manner and to increase the probability of project success. It is generally
believed that the PM skill is for project leaders, but it can often be quite useful
to other project members, e.g. clinical team leaders, CRAs, and site staff. In this
session, we will present you an outline of the PM skill and its use in some real
situations, and then with the speakers, will examine the usefulness of the PM
skill in situations we often encounter (good practice, conflict, concern and so
on) in clinical trials.

SESSION CO-CHAIRS

‘Nobuhiro Koga, MBA, PMP

Portfolio Director, Portfolio Leadership, PAREXEL International

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

Frame Work of Project Management

Takashi Sato, MS, PMP

Tegm Leader, Clinical Coordination Department, Kyowa Hakko Kirin Co.,
Ltd.

Case Study of Our Clinical Trial by Using Project Management
Skill (Tentative)

Noriaki Nagao, MPharm, PMP

ﬁ\lligical Development Dept. Pharmaceutical Division, JAPAN TOBACCO

Project Management Skill for You to Get “Aha! Moment”
(Tentative)

Noriko Fujiwara, MS, RN, OCNS, CCRP

Department of Palliative Medicine, IMSUT Hospital, The Institute of
Medical Science, The University of Tokyo

18:00-19:15 NETWORKING RECEPTION




DAY 2 | MARCH 9, 2018 (FRIDAY)

9:30-10:00

KEYNOTE ADDRESS 2

The Latest Update on Local Implementation Plan
in Japan to Align with the Updated ICH-GCP
Requirements

ICH-GCP revision was finalized at the ICH Osaka meeting in November, 2016

and the local implementation is going to be rolled out in Japan. Last year, we
discussed ICH-GCP revision contents with PMDA. This year, PMDA will share

the latest information about how to execute the local implementation and what
contents to embed into GCP guidance in Japan. In addition, we will discuss with

PMDA how future clinical operations to ensure clinical trial quality will change
and evolve under the local adoption of ICH-GCP revision.
SESSION CO-CHAIRS:
Toshiyuki Hata, PhD
Principal Inspector, Office of Non-clinical and Clinical Compliance,
Pharmaceuticals and Medical Devices Agency (PMDA)
Satoshi Saeki, MSc
Associate Director/QuILS, Astellas Pharma Global Development, Inc., USA
Update of JGCP Implementation with ICH E6 (R2)
Makoto Hirose, MSc

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

10:00-12:00 SESSION 4

What Should We Consider Building Risk-Based
Quality Management System for implementation?

Quality Management System (QMS) is a key component of the ICH-GCP revision

which will be discussed at Keynote Address 2. In this session, we will take a
quick overview on the QMS model which is proposed from TransCelerate to
better understand points in their model, and we will discuss QMS key concepts
and principle in more details. In addition, the session will focus on practical
examples on how some sponsors address for QMS implementation.

SESSION CO-CHAIRS:

Toshiyuki Hata, PhD

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

Norio Shimazaki o _ )
Senior Manager, Regional Clinical Operations Japan, Korea and Taiwan,
Bristol-Myers Squibb K.K.

TransCelerate cQMS Update
Kiyomi Hirayama
Head of Quality Management Unit, MSD K.K.

PANELISTS:
ALL SESSION SPEAKERS AND

Makoto Hirose, MSc

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

Haruko Kato

Manager, Clinical Quality Management Group, Quality & Compliance
management Dep., Japan Clinical Operation, R&D Div., Janssen
Pharmaceutical K.K.

Satoshi Saeki, MSc

Associate Director, Business Process Improvement and Innovation, Quality,
:nnO\(JaSt'iAc\m, and Learning Services (QuILS), Astellas Pharma Development
nc.,

Tatsushi Tsuda, MSc

Director, Group 1V, Clinical Operation, Drug Development Division,
Sumitomo Dainippon Pharma Co., Ltd.

LUNCH BREAK /

12:00-13:15 INTRODUCTION OF EXHIBITORS (2)

SESSION 5

What is “Selected Medical Institution”? —For
International Competitiveness Improvement

With revision of ICH-GCP near at hand, various actions are pushed forward in

the sponsor side, and accordingly, more qualitY| _me%Ragement s steﬂw i? E%Ui{gd
in the image of each stakeholder

in the medical institution. However, a gap is still f
in the clinical trial enforcement and thinks that it leads further improvement
of the clinical trial environment in Japan to solve the gap. Based on a theme,
what is a selected medical institution, what is necessary duties truly, and what
is needed to raise international competitive power, we want to deepen the

argument about the action that aimed at the quality improvement of the clinical

trial beyond each other’s situations, doctor, CRC, sponsor.

SESSION CO-CHAIRS:

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

Akiko Kitagawa
Corporate Strategy Headquarters Consultant, EPS Corporation

Practical Issues, Solutions and Future Perspectives on Early
Phase Global Study Operations (Investigator’s Viewpoint)
Toshio Shimizu, MD

Head of Physician (Oncology Phase 1 Unit), Department of Experimental
Therapeutics, National Cancer Center Hospital

From a Medical Institution Standpoint

Noriko Morishita, MNS

Manager, Division of Clinical Research Promotion, Osaka National
Hospital

Challenges of Japanese Clinical Research Site from both ”The
Site and The Sponsor” Perspectives

Toshiko Ishibashi, RN, PhD

Associate Clinical Operations Manager, Abbvie GK

PANELISTS:
ALL SESSION SPEAKERS AND

Akiko Kitagawa
Corporate Strategy Headquarters Consultant, EPS Corporation

15:00-15:30

COFFEE BREAK

SESSION 6

Activity Report of Clinical Operation &
Monitoring (COM) Community in 2017-2018

We have focused on the topic of “What's the gap between the actual and
ideal conditions at the clinical trial sites and how to overcome the gap” and
continued discussions since last year. In this year, We specifically discussed
about our concrete actions to solve the GAP. We present the result in this
session.

SESSION CO-CHAIRS:

Masayuki lijima

Manager, Clinical Study Management Group, Medical Affairs Planning
Department, Medical Affairs Division, Chugai Pharmaceutical Co., Ltd. /
COM Community Core Member

Kazumasa Sugao

Group Manager, Clinical Research Department, Sohyaku Innovative Research
Division, Mitsubishi Tanabe Pharma Corporation / COM Community Lead

COM Community Activities in 2017 and Future Outlook
Motoyasu Kanamori, MSc
CRA, Trial Monitoring Department, Novartis Pharma K.K.

Participating in Collaboration Project

Yuki Sasaki
Site Management Section Manager, Hokkaido University Hospital
16:00-17:00 PANEL DISCUSSION

In this session, in addition to reviewing the two-day workshop, we will
discuss challenges found in the workshop beyond the respective positions of
industry, government and academia.

SESSION CO-CHAIRS

Keiichi Inaizumi, MSc

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

Yukihiro Matsuda, MSc

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

PANELISTS:
Toshihiko Doi, MD, PhD

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

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)

Noriko Morishita, MNS

Manager, Division of Clinical Research Promotion, Osaka National
Hospital

17:00-17:10

CLOSING REMARKS

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.




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

6th DIA Clinical Operations and Monitoring Workshop

Event #18307 * March 8-9, 2018 | 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. 23, 2018) ¥45,360 11

Industry *
After Feb. 24, 2018 ¥51,840 0
-tii Early Bird (until Feb. 23, 2018) ¥24,300 0

MEMBER * Governm.ent (Full-time),

Non Profit
After Feb. 24, 2018 ¥27,000 O
Early Bird (until Feb. 23, 2018) ¥18,360 O

Academia, Medicals

After Feb. 24, 2018 ¥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
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: +81.3.5611.5211 / 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 1, 2018
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 6th 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 7 All times are acceptable

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

Friday, March 9 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

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
www.diajapan.org

Phone Number Required Fax Number

DIA
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