3" DIA Clinical Operation
and Monitoring Workshop

Built-in Quality: Towards a Risk-based Approach

March 12-13, 2015
KFC Hall | Ryogoku, Tokyo

OVERVIEW

The 2 DIA Clinical Operation and Monitoring Workshop, this year focusing on “Built-in
Quality: Towards a Risk-Based Approach,” continues to be the forum where industry,
regulatory and academic professionals can gather for open discussion.

Risk-based monitoring (RBM), widely discussed here and abroad, and featured at last
year’s workshop, is now moving into the implementation stage. While the workshop will
cover conditions surrounding RBM, we will start with risk-based, built-in quality approaches
in order to consider the future direction of clinical operations. You will hear how sponsor
and investigational sites work together for RBM implementation and effective clinical trial
conduct, and learn what it takes for these stakeholders to achieve win-win relationships.

PROGRAM CO-CHAIRS

Keiichi Inaizumi
Pfizer Japan Inc.

Satoshi Saeki

o ) o ) Astellas Pharma Inc.
Recent efforts for productivity improvement in Japan and changes in clinical operations

are also on the agenda. Discussions conclude with the move towards clinical operation
within a built-in quality environment, considering what will be needed and what has been
overlooked. As in past workshops, there will be networking sessions for attendees to meet
and exchange ideas.

PROGRAM COMMITTEE

Mitsuo Hayashi
MSD K.K.
Please note that the dress code is business casual to make the atmosphere of the

) : . Masayuki lijima
workshop ideal for open discussion. 4 ]

GlaxoSmithKline K.K.

Toshiko Ishibashi, RN, PhD

Be sure to mark your calendars St. Luke’s International Hospital

so you don’t miss this important conference.
Note that early registration rates are available through February 19.

Hiroshi Kosaku
CMIC Holdings Co., Ltd.

We look forward to seeing you this spring! Suzuko Oikawa

Bristol-Myers K.K.

Norio Shimazaki
Bristol-Myers K K.

TARGET AUDIENCE

This program will benefit the following individuals
Kazumasa Sugao

+ Clinical research associate, site monitor Mitsubishi Tanabe Pharma Corporation

« Study manager, study leader Kyoji Tamanoi

ICON Japan K.K.

Atsushi Tsubaki
I'rom Co., Ltd.

* Clinical development professional
* Clinical research coordinator

» Clinical data manager Miyoko Yamauchi

« Clinical development related IT professional Chugai Pharmaceutical Co., Ltd.

* QC/QA professional

» Regulatory affairs professional

DEVELOP.
INNOVATE. ADVANCE.

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.

DIAHome.org

Simultaneous Translation Available
Tabletop Exhibit Opportunity

Nisso 22 Bldg. 7F, 1-11-10 Azabudai, Minato-ku
E ) ,
,E: ;.fDE,*,LﬁrE Tokyo 106-0041 Japan
A X = +81.3.5575.2130
ADVANCE DIAJapan@diajapan.org

DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China
Horsham, PA, USA | Mumbai, India | Tokyo, Japan



DAY 1| THURSDAY, MARCH 12, 2015

9:00-9:30 CHATTING SESSION REGISTRATION
9:30-11:30 CHATTTING SESSION

(JAPANESE LANGUAGE ONLY)
FACILITATOR

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

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) Collaboration between Pharmaceutical Company and CRO
2) Real Purpose of a Risk-Based Approach to Monitoring
3) Efforts to Eliminate Meaningless Burdens in Clinical Trials

4) What does ‘Risk’ mean in a Risk-Based Approach to Monitoring?
What is ‘Built in Quality’?

12:30-13:00 WORKSHOP REGISTRATION

13:00-13:20 WELCOME AND OPENING REMARKS

Ko Sekiguchi
Director
DIA Japan

PROGRAM CO-CHAIR

Satoshi Saeki
Senior Manager, Global Development Japan, Astellas Pharma Inc.

13:20-14:40 SESSION 1

Risk-Based Approach to Monitor

TransCelerate BioPharma (TCB), established as a non-profit organization in
2012, emphasizes collaboration across the global biopharmaceutical R&D
community to identify, prioritize, design and facilitate implementation of
solutions designed to drive the efficient, effective and high quality delivery
of new medicines. The risk-based monitoring (RBM) initiative, one of the
five initial projects undertaken by TCB, has developed a model risk-based
monitoring methodology which transforms clinical trial monitoring from

a model rooted in source data verification (SDV) to a comprehensive
approach leveraging cross-functional risk assessment, technology and
adaptive on-site, off-site and central monitoring activities to ensure

data quality and subject safety. Mr. Brett Wilson, co-lead of the RBM
workstream, will discuss the TCB RBM model approach development
activities and lessons learned to date. As a Japanese member company of
TCB, Astellas will also provide its approaches to RBM implementation and
practical insight.

SESSION CO-CHAIRS

Masayuki lijima

Manager, Clinical Operation Department

Develpment & Medical Affairs Division, GlaxoSmithKline K.K.
Satoshi Saeki

Senior Manager, Global Development Japan, Astellas Pharma Inc.

TransCelerate RBM Successful Practices and Lessons
Learned

Brett Wilson

Associate Director, Central Clinical Services, Bristol-Myers Squibb

Practical approaches for RBM implementation in
Astellas

Hiroyuki Izutsu
Central Quality Management Team, Global Development Japan,
Astellas Pharma Inc.

COFFEE BREAK /

14:40-15:10 INTRODUCTION OF EXHIBITORS (1)

15:10-16:40 SESSION 2

Quality Assurance for Clinical Trial

Under current highly competitive environment of drug development,
there is a real need for shortening the development period and saving
the development cost. We have been challenging with these trends by
own experiences and also new techniques.

In the meantime quality of clinical trial is still one of the most important
issues, despite of vary knowledge levels among people who are working
in this area. It is now warranted to discuss about quality management
proactively and from the aspect of drug evaluation. In Expert Working
Group of ICH E6, Quality Management of the clinical trial becomes

the important topic together with Risk Based Monitoring and Risk
Management.

In this session, we would like to discuss what is Quality Management
including future perspective and what is audit role from Quality
Management in the clinical development. It will be also provided that
some suggesting from PMDA point of view.

SESSION CO-CHAIRS

Suzuko Oikawa

Director, R&D Clinical Research, Bristol Myers K.K.
Kyoji Tamanoi

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

What is Quality Management?

Kiyomi Hirayama

Director, Clinical Research / Regional Clinical Quality Manager
Japan Clinical Quality Management, MSD K.K.

Role of Audit in Clinical Development

Rika Onishi

Senior Global Clinical Auditor, Corporate Quality Management
GCP/PV Audit Management Japan

Bayer Yakuhin, Ltd.

TBC

Naoyuki Yasuda

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

16:50-18:20 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, March 11
Thursday, March 12
Friday, March 13

All times are acceptable
Before 8:00 am and after 19:00 pm
Before 8:00 am and after 18:00 pm




DAY 2 | FRIDAY, MARCH 13, 2015 K

8:30-9:00 REGISTRATION

9:00-10:40 SESSION 3

The Pharmaceutical Company and the CRO: Ideal
Collaboration and Challenges
In recent years, not only local studies but global studies have increased. The style of

collaboration between pharmaceutical companies and CROs has diversified and the
roles and responsibilities played by CROs are defined in various ways.

It is essential for pharmaceutical companies and CROs to work together for the
Improvement of clinical studies as we move ahead with Risk-Based Monitoring
(RBM) in Japan. However both parties are dissatisfied with the current status of
collaboration and much room remains for improvement.

In this session, both parties will share the improvements and challenges they have
experienced and make requests and recommendations to each other.

The purpose of this session is to discuss what ideal collaboration between true
business partners would look like by deepening of the mutual understanding and
building up trust relationship.
SESSION CO-CHAIRS
Keiichi Inaizumi
Japan Clinical Operations, Development Operations, Pfizer Japan Inc.
Miyoko Yamauchi
Clinical Research Department, Chugai Pharmaceutical Co., Ltd.

The Case of EPS

Rumi Kawasaki
Assistant Manager, EPS Corporation

The Case of PAREXEL

Yuji Fujii

Sr. Manager, Clinical Operation, PAREXEL International Inc.
The Case of Takeda

Yukihiro Matsuda

Manager, Takeda Pharmaceutical Co., Ltd.

The Case of Pfizer

Norihito Kohara
Director, Japan Clinical Operations, Development Operations
Pfizer Japan Inc

Panel Discussion
Panelists: All speakers for this session

COFFEE BREAK /
10:40-11:10 INTRODUCTION OF EXHIBITORS (2)
11:10-12:25 SESSION 4

Missing Data in Clinical Trials

As long as human beings are involved in the conduct of clinical trials, it would be
difficult to eliminate missing data to zero. The CRAs and CRCs who are involved

in the operation of clinical trials have a sense of understanding that “even if a few
missing data is observed, sample size design and various statistical methodologies
that take into account such occurrences as part of an assumption, would
complement such missing data, and the trial would successfully be completed.”

But, is it really alright to say “a few missing data will cause no harm”, making light of
it ? Isn't it the task of those who are involved in clinical trial operations, to try to avoid
the occurrence of missing data?

This session will focus on missing data, and provide the participants with an easy-
to-follow explanation on the examples of “Trends in the FDA and EMA's treatment
of missing data” and “the impact of missing data on clinical study results”. Practices
will be shared by the medical institution, which is the data source, on developing
mechanism for missing data.

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

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

What Are Problems of Missing Data? Only Statistical
Method Is Not Enough.

Hideki Suganami, PhD

Clinical Data Science Dept, Kowa Co., Ltd.

Preventing Missing Data with Improved Process! Initiative
at a Medical Institution Using Six Sigma Tools

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

LUNCH BREAK

/
12:25-13:40 INTRODUCTION OF EXHIBITORS (3)

13:40-15:00 SESSION 5

How Clinical Sites and Sponsors Achieve Win-Win
Relationships

Under changes in circumstances surrounding clinical trials, representatives of
Clinical site and Sponsor are implementing daily works with undertaking a necessary
overhaul to synchronize those changes with their operating process. However, in
case of Clinical site and Sponsor having a different direction/recognition or having
insufficient understanding of each responsibility, is it possible for both to obtain
outcome of clinical trials with high quality expected? Under various changes
including Risk Based Monitoring, a key success factor of completing clinical trials

is to work out a qualified clinical trial by understanding each responsibility and by
collaborating between Clinical site and Sponsor.

In this session, we focus on collaboration between Clinical site and Sponsor
representatives level for Built-in Quality, and we discuss with Win-Win Relationships
between Clinical site and Sponsor by sharing case studies including RBM in Japan as
well as overseas.

SESSION CO-CHAIRS

Norio Shimazaki ) ]

Manager, Regional Clinical Operation, Bristol-Myers K .K.
Atsushi Tsubaki

Senior Managing Director, I'rom Co., Ltd.

Collaboration with Clinical Site and Sponsor for
Implementation of RBM on Pilot study - As Sponsor -

Daisuke Hatozaki
Lead Site Monitor, Regional Clinical Operation, Bristol-Myers K.K.

Collaboration with Clinical Site and Sponsor for
Implementation of RBM on Pilot study - As Clinical Site -

Takumi Doi

Clinical Research Coordinator, St. Luke’s International Hospital
Global best practices from TransCelerate experience with
Site Advocacy Groups

Brett Wilson

Associate Director, Central Clinical Services, Bristol-Myers Squibb

COFFEE BREAK /
15:00-15:30 INTRODUCTION OF EXHIBITORS (4)
15:30-17:30 PANEL DISCUSSION

As an opening the metrics data of conducting clinical studies by 20 big Japanese
pharmaceutical companies during 1999 through 2012 (collected data between 2004
and 2013 from member companies) will be presented. This survey revealed that the
number of sites CRA can manage at the same time has not changed so far. Based
on this fact, while various attempts to facilitate the process of site monitoring have
already started, the panelists are expected to discuss how clinical monitoring work
will be streamlined, how it should be streamlined and whether the number of sites
the CRA takes care of will increase. At this time we invite the panelist from the US
and will be able to touch the current status on this matter in the US. In addition the
panelists from the clinical site and PMDA will join in this discussion so that we can
listen to the opinions from various perspectives. You are all welcome to join in this
discussion and raise your hand to ask questions during 2-days workshop or what you
would like to ask to the panelists. Your participation surely activates the discussion
and makes it fruitful. While globalization of the clinical trials in Japan goes further,
all the participants in this session including the audience may discuss how the site
monitoring work should evolve in terms of quality and efficiency considering the
cost, which hopefully can result in better understanding which way we should go
towards the future.

SESSION CO-CHAIRS

Hiroshi Kosaku )

Senior Corporate Officer, CMIC Holdings Co., Ltd.
Kazumasa Sugao

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

R&D Head Club Survey on Clinical Trial Environment in Japan
for 10 Years

Yuji Kawamura
Senior Manager, Clinical Development, Astellas Pharma Inc.

Panelists

Yukiko Enomoto

Nihon University Itabashi Hospital Clinical Research Center
Yuji Fujii

Sr. Manager, Clinical Operation, PAREXEL International Inc.
Yukihiro Matsuda

Manager, Takeda Development Center Japan, Takeda Pharmaceutical Co., Ltd.

Brett Wilson

Associate Director, Central Clinical Services, Bristol-Myers Squibb

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

17:30 CLOSING REMARKS

PROGRAM CO-CHAIR

Keiichi Inaizumi
Japan Clinical Operations, Development Operations, Pfizer Japan Inc.



REGISTRATION FORM: Register online or forward to
DIA Japan, Nisso 22 Building, 7F, 1-11-10 Azabudai, Minato-ku, Tokyo

106-0041 Japan

TRAVEL AND HOTEL
Dai-ichi Hotel Ryogoku is convenient accomodation adjacent to the

tel +81-3-5575-2130 -« fax +81-3-3583-1200

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

34 DIA Clinical Operation and Monitoring Workshop
Event #15307 * March 12-13, 2015 | 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.

CANCELLATION POLICY: On or before March 5, 2015
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,000

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 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

O 1 DO want to be a DIA member

Cancellations must be in writing and be received by the cancellation
O DO NOT want to be a DIA member

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

8% CONSUMPTION TAX

WILL BE ADDED ON INVOICE

Early Bird (until Feb. 19) ¥42,0000 time but membership is not transferable. Please notify DIA of any
p— Industry ¥48,000 O such substitutions as soon as possible. Substitute registrants will be
Government (Full-time) ¥25.000 0 responsible for nonmember fee, if applicable.
Non Profit, Academia, Medicals ¥19,000 0 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
Early Bird (unti Feb. 19) ¥57,0000 costs incurred by registrants.
NONMEMBER Industr ¥63,000 1
WITH Y 2
MEMBERSHIP * | Government (Full-time) ¥40,000 0
Non Profit, Academia, Medicals ¥34,000 0
Industry ¥63,000 U
(011571528 Government (Full-time) ¥40,000 O PAYMENT OPTIONS
Non Profit, Academia, Medicals ¥19,000 O . . R
Register online at www.diahome.org or check payment method.
O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.
* A one-year membership fee is included in the indicated registration fee.
vear ronipfee s includeas fnalcatedregisirat All local and overseas charges incurred for the bank transfer must
be borne by payer.
Please check the applicable category:
Q Academia Q Government Q Industry O Medicals O CREDIT CARD (VISA OR MASTERCARD ONLY)
O CSO (Contract research/service organization) O Student (Call for registration information) Q VISA a Mc Exp. (Mm/yy)
Last Name Card No
First Name M.l
Cardholder Name
Degrees QDo OM. QO Ms
Signature
Job Title
Company
CONTACT INFORMATION
Contact the DIA Japan office in Tokyo for further information.
Address (As required for postal delivery to your location) tel: +81.3.5575.2130 | fax: +81.3.3583.1200
email: DIAJapan@diajapan.org
www.diajapan.org
City State Zip/Postal Country
email Required for confirmation
DEVELOP
I\ INNOWVATE
Phone Number Required Fax Number ADVAMNCE
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