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OVERVIEW

The 2nd DIA Clinical Operation and Monitoring Workshop, focused on the
theme “Operational Excellence - Think Globally, Act Locally”, will be a great
opportunity for industry and regulatory professionals and academia to have
open discussion.

One of the recent hot topics in the field of operation and monitoring is the
“Risk-Based Approach to Monitoring”. This concept, which originated in the
United States, seems straightforward at first, but actually raises key questions
related to the essence of clinical trial quality. This workshop will address
what kind of impact this concept can make to global clinical development
and how it could be implemented in the clinical trial environment in Japan.

The workshop will also focus on effective information technology (IT)
utilization and productivity improvement, which are other key factors of
operational excellence. In addition, there will be a chatting session to allow
attendees to network and discuss various themes.

We hope you will use this workshop as a chance to gain a greater
understanding of current and future potential and discuss key issues with
professionals in the same field to find the best solutions for operational
excellence.

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

WHO SHOULD ATTEND
This program will benefit the following individuals

* Clinical research associate, site monitor

» Study manager, study leader

* Clinical development professional

* Clinical research coordinator

* Clinical data manager

* Clinical development related IT professional
* QC/QA professional

* Regulatory affairs professional

Tabletop Exhibit Opportunity

For information, contact DIA Japan

Nisso 22 Bldg. 7F, 1-11-10 Azabudai, Minato-ku, Tokyo 106-0041 Japan
Tel: +81-3-5575-2130 | Fax: +81-3-3583-1200

email: diajapan@diajapan.org

Simultaneous Translation Available

www.diahome.org



9:00- 9:30 MONITORING CHATTING SESSION (MCS)
REGISTRATION
9:30-11:30 MONITORING CHATTING SESSION (JAPANESE ONLY)

FACILITATORS

Midori Fujikawa
Leader, Clinical Research Coordination Dept.
Chugai Pharmaceutical Co., Ltd.

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

Kazumasa Sugao
Group Manager, Clinical Research Department |, Development Division
Mitsubishi Tanabe Pharma Corporation

You 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)  Risk-Based Approach to Monitoring

2) IT Utilization for Clinical Trials

3) Meaningless Burdens in Daily Operation

4) Multinational Trials including Asian Trials

5) Collaboration between Pharmaceutical Company and CRO

12:30-13:00 WORKSHOP REGISTRATION
13:00-13:20 WELCOME AND OPENING REMARKS
Ko Sekiguchi

Director, DIA Japan

PROGRAM CHAIR

Eri Sekine
Department Head, Oncology Biometrics and Data Management

Novartis Pharma K.K.

13:20-14:30 KEYNOTE SESSION

To continue improvement in clinical study operation it seems very
important to understand the basic concept of Risk-Based Monitoring
when we pursue Operational Excellence. At this Keynote Session we will
go back to the very basic point of ‘What is the risk?’ and ‘What kind of
framework is required to manage the quality based on the risk?’. Then
the concept of Risk-Based Monitoring will be shared.

SESSION CO-CHAIRS

Suzuko Oikawa
Director, CV/MET, Clinical Strategy, Clinical Research, Bristol Myers K.K.

Kyoji Tamanoi
Senior Clinical Trial Manager, Clinical Operations, ICON Japan K.K.

Hiroe Tsubaki, DrSc, PhD
Vice Director-General, The Institute of Statistical Mathematics

Quality Management 8 Principles (QMP) proposed in ISO 9000 are
available to generic management activities with 4 inter-dependent
activities as planning, control, improvement and assurance.
Recently ISO decided all the ISO Management System Standards
shall be revised to those based on risk concepts. For the new trend
of management systems | will re-consider the concept of risk and
the prevention and assurance activities against the primary risk.

Seiko Miyazaki
Director, Office of Conformity Audit,
Pharmaceuticals and Medical Devices Agency (PMDA)

In recent years, wide spread use of EDC (Electronic Data Capture)
enables prompt management of data in the central facility of the
company. Also the risk-based approach for monitoring, evaluating
the impact to the quality of the clinical trials from the point of view
of the importance of the data and the safety of the subjects in the
clinical trial, have been considered. To explain the basic concept

of Risk-Based Monitoring, MHLW issued the administrative notice
titled “Basic principles on the Risk-Based Monitoring” in July 2013.
In overseas, the EMA and the FDA had issued “Reflection paper

on risk-based quality management in clinical trials (Draft)” and
“Guidance for Industry: Oversight of Clinical Investigations -A
Risk-Based Approach to Monitoring”, respectively. In this session, |
would like to present the basic concept of Risk-Based Monitoring of
the clinical trial.

14:35-15:05 COFFEE BREAK
14:40-14.55 INTRODUCTION OF EXHIBITORS (1)
15:05-17:25 SESSION 2

IT technology used in Monitoring activity has been progressing every
year. Not only the allocation system of the investigational product (e.g.
IVRS) and EDC (Electronic Data Capture), which are used by sponsors
and in clinical sites, but also the ePRO (Electronic Patient Reported
Outcomes) into which patients input data directly are increasingly
introduced in clinical studies.

Monitoring activity has been changing along with this progress of IT
technology. Moreover, the government is proposing further use of IT
technology in the ‘clinical research and clinical trial activation five year
plan 2012’ initiative. The efficiency improvement of clinical trials using IT
technology is also promoted.

The near- futuristic measures, which integrate the patient’s information
among the clinical sites and transfer the data in a patient’s medical
record into EDC, have already started. In accordance with these changes
the new approaches for efficiency improvement of clinical trials at
clinical sites have also begun to be taken according to the 5-year plan.
In this session we are introducing the progress of IT technology used in
Monitoring activity and the approaches. This will be a great opportunity
for you to learn and discuss how it will change the field’s future.

SESSION CO-CHAIRS

Hiroshi Kosaku
IPD Company President, CMIC Holdings Co., Ltd.

Keiichi Inaizumi
Japan Development & Clinical Alliance Management
Development Operations, Pfizer Japan Inc.

Motohide Nishi, MBA
Director, Asia Pacific Data Science & Solutions, Development
Center of Excellence Asia Pacific, Eli Lilly Japan K.K.

Osamu Komiyama
Senior Manager, Statistical Research & Consulting Group
Clinical Statistics, Pfizer Japan Inc.

Suminobu Itoh, MD, PhD
Director, National Hospital Organization
Clinical Research Center

Mitsune Yamaguchi, PhD
Deputy Director for GCP inspection, Office of Conformity Audit,
Pharmaceuticals and Medical Devices Agency (PMDA)

17:40-19:00 NETWORKING RECEPTION




8:30-8:50 REGISTRATION

8:50-11:50 SESSION 3

The last few years have seen a dramatic change in the environment
surrounding clinical development, with IT advances such as EDC, IWRS
and ePRO enabling sponsors to monitor the status and progress of
clinical trials both remotely and in a timely manner. These changes have
led Europe and the US to build on the Risk-Based Quality Management
approach and propose Risk-Based Monitoring, a new concept designed
to protect subjects and maintain clinical trial data integrity more
efficiently. This concept is prompting a fundamental revision of the
traditionally held views on monitoring. In Japan, where discussions for
introducing Risk-Based Monitoring have just begun, the specifics of
how to adapt Risk-Based Monitoring to current practices are still to be
defined. In this session, the key success factors for the implementation
of Risk-Based Monitoring will be presented from the viewpoint of a
non-Japanese vendor, and the specific activities undertaken by both
domestic and foreign pharmaceutical companies, and study sites
in Japan to successfully implement Risk-Based Monitoring will be
described. In addition, representatives from PMDA will also join the
panel discussion and directions of Risk-Based Monitoring, which we

should seek for in Japan, will be discussed from respective positions.

SESSION CO-CHAIRS

Mitsuo Hayashi

Director, Site Monitoring, Clinical Operation Area

Japan Development, MSD K.K.

Satoshi Saeki

Senior Manager, Clinical Development |

Astellas Pharma Global Development Japan, Astellas Pharma Inc.

(Remote presentation via Internet)

Ann Meeker-0O’Connell, MS, CCEP
Senior Director, Clinical Strategy Team Lead, R&D Quality

Assurance - Pharma R&D Q&C, Janssen Pharmaceuticals, Inc.

Kyle D. Given
Principal Consultant, Medidata Solutions Inc.

Yuta Yamaga
Mitsubishi Tanabe Pharma Corporation

Keiji Funayama, PhD
Field Operation Group, Oncology Global Development,
Oncology Development Dept. Novartis Pharma K.K.

Yuji Kumagai, MD, PhD
Director, Clinical Trial Center, Kitasato University East Hospital

Panelists: All above speakers for this session and

Mari Shirotani
Director for GCP Inspection, Office of Conformity Audit

Pharmaceuticals and Medical Devices Agency (PMDA)

11:50-13:00 LUNCH BREAK

12:40-12:50 INTRODUCTION OF EXHIBITORS (2)

13:00-15:35 SESSION 4

In keen global competition of drug development, Japan has been required
to lower the cost and increase the speed of clinical trials while maintaining
the quality of clinical operations. Due to these circumstances various actions
aimed at improvement of productivity are underway in sponsors and clinical
trial sites. On the other hand, unnecessary data collection and procedures
are often seen and these inhibit the productivity in the sites.

At last year’s meeting the “Lean Six Sigma” procedure was introduced
and discussed to resolve CRF related issues and to lead to improvement
activities of clinical trials.

During this session we will go one step further from the topics of last year
and introduce the efforts to promote patients’ enrolment in a site, the
activities to improve productivity, and efforts to reduce queries of CRF in
a pharmaceutical company. Concrete efforts using the procedure of Lean
Six Sigma in collaboration with a sponsor and a clinical trial site will be also
introduced. In addition, Toshio Miyata, who previously worked on revising
GCP ministerial ordinance/notification at the Ministry of Health, Labour and
Welfare, Pharmaceutical and Food Safety Bureau Evaluation and Licensing
Division, will point out current wasteful processes in clinical trials.

SESSION CO-CHAIRS

Toshiko Ishibashi, RN, PhD

Clinical Research Coordinator, St. Luke’s International Hospital
Mikiro Kobayashi

Manager, Medicines Development,
Development & Medical Affairs Division, GlaxoSmithKline K.K.

Toshio Miyata, MD
Executive Director, Health and Global Policy Institute

Hirotaka Inoue, PhD, MBA
Manager, Project Management Group, Japan Vaccine Co., Ltd.

Naoto Awaji
Group Manager, Statistical Programming Group, Biometrics Dept.,
Chugai Clinical Research Center Co., Ltd.

Rie Nakamura

Clinical Monitoring Manager, Clinical Monitoring Excellence,
Oncology Global Monitoring, Novartis Pharma K.K.
Kanako Chida

Data Management, Oncology Biometrics and Data Management,
Novartis Pharma K.K.

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

15:35-16.05 COFFEE BREAK
15:45-16:00 INTRODUCTION OF EXHIBITORS (3)
16:05-17:30 SUMMARY DISCUSSION

FACILITATORS

Midori Fujikawa

Leader, Clinical Research Coordination Dept., Chugai Pharmaceutical Co., Ltd.
Norio Shimazaki

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

Kazumasa Sugao
Group Manager, Clinical Research Department |, Development Division
Mitsubishi Tanabe Pharma Corporation

17:30 WORKSHOP ADJOURNED




2nd DIA Clinical Operation and Monitoring Workshop

Operational Excellence; Think Globally, Act Locally

Event #14307 * February 27-28, 2014 | KFC Hall, 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 ac-
cepted 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.diahome.org/Membership

4 DO want to be a DIA member

O | DO NOT want to be a DIA member ) }
5% consumption tax will be

added on invoice.
Early Bird (until Feb. 6) ¥42,0000
Industry ¥48,0000
Government (Full-time) ¥25,000
Non Profit, Academia, Medicals ¥25,0000
Early Bird (unti Feb. 6) ¥57,0001
NONMEMBER
Industr ¥63,0000]
WITH L
MEMBERSHIP * Government (Full-time) ¥40,0000
Non Profit, Academia, Medicals ¥40,0000
Industry ¥63,0000]
Government (Full-time) ¥40,0000
Non Profit, Academia, Medicals ¥25,000

* A one-year membership. Membership fee is included indicated participation fee.

*If paying a nonmember fee, please check one box above, indicating whether you want membership.

** Those who apply for tutorial session(s), please also send the Tutorial Session Application Form to DIA Japan
by email or fax with required information.

Please check the applicable category:

O Academia Q Government Q Industry

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

Last Name

First Name M.I.

Degrees Q O OMrn QMs

Job Title

Company

Address (As required for postal delivery to your location)

City State Zip/Postal Country

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 20, 2014
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 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.

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

a
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.

a a Exp. (mm/yy)

Card No.

Cardholder Name

Signature

email Required for confirmation

Phone Number Required Fax Number

CONTACT INFORMATION
Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.5575.2130 | fax: +81.3.3583.1200
email: DIAJapan@diajapan.org

www.diahemion
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