3rd GQAC Session Outline_Sep 24, 2011

Day 0 (13th Nov): Pre—Conference Symposium (One Plenary Session)

Session Title

Pre—Conference Symposium on Computerized System (GCP)
Current & Future of Clinical Data Standards — “CDISC Makes You Happy ! ”
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Hour

14:00-17:30

Session Outline

CDISC (Clinical Data Interchange Standards Consortium) is a global, open, multidisciplinary, non—
profit organization that has established standards to support the acquisition, exchange, submission
and archive of clinical research data and metadata. The CDISC mission is to develop and support
global, platform—independent data standards that enable information system interoperability to
improve medical research and related areas of healthcare. CDISC is not just for submission
standards, it is also useful in the clinical trial process for all stakeholders.

In this session, we would like to share the values of CDISC, and what brings benefits from CDISC.
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Day 1 (14th Nov) Morning: Plenary Special Lectures

Title Opening Special Lectures

Hour 10:00-12:00
Mr. Yoshiharu Habu is a professional shogi player. He will give us a lecture covering such topics as
“the world of Professional Shogi (Japanese Chess)”

Contents Dr. Andrew Waddell will give us a Special lecture on the topic of “Education and Training, including

introduction for current education at BARQA”
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Day 1 (14th Nov) Afternoon: Concurrent Session

Session Title

Asian Session (GCP)
Quality Assurance of Asian Clinical Study Data for the Regulatory Mutual Acceptance among Asian
Countries and GCP Inspections conducted by Asian Regulatory Authorities

TOTEELBICLDBEREOREL, TOTRRT—ADHEERIT ANDEHEMERL

Hour

14:00-17:00

Session Outline

The session will have 3 hours (4 presentations including Q&A for each 30 minutes and panel
discussion for 1 hour. )

1) To know the current status of regulatory mutual acceptance of Asian clinical study data in
Japan, Korea and China.

2) To obtain the basic information on quality assurance of Asian clinical study, mainly including
GCP inspections conducted by Asian inspectors.
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Session Title

Asian Session (GLP)

GLP in Asian Countries T T7EEEOGLP

Hour

14:00-18:00

Session Outline

In this session, participants understand the current GLP situation in Asian Countries and consider
whether Japan/Korea/China can take what kind of support and concertation to keep the quality up
in the GLP developing countries in Asia.
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Day 1 (14th Nov) Afternoon: Concurrent Session

Session Title

Concurrent Session GMP/GQP
GMP and/or GQP Regulation / ICH Q Trio Approach Laboratories

GMPRUGQPIZEEF %%l / ICH Q M)A (xt 9 B EY A

Hour

14:00-17:10

Session Outline

This session intends to recognize differences in the regulations among Japan, U.S. and Europe
based on the GMP regulation topics in Japan, U.S. and Europe or Japanese unique regulatory
requirements for GQP. * GQP: Good Quality Practice

This session intends to discuss the system and methods for assuring the reliability of ICH Q trio
(@8, Q9, and Q10) by exploring the ICH Q trio approaches taken by each company.
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Session Title

Concurrent Session GLP (1)
International Interpretation of GLP/GCLP GLP/GCLP® EFR 7 fE TR

Hour

14:00-15:20

Session Outline

In this session, we will have four presentations by applicants of the GLP free session.

GLPO EMRHLZBIRIZDVTAEL-4EEDRRK,

Session Title

Concurrent Session GMP for Investigational Products
Quality Assurance on Investigational Products — Interface between GMP and GCP —

REREDIEE M {REI — GMPLEGCPD A A— T — R —

Hour

16:00-18:00

Session Outline

Current Investigational Product (IP) —related Quality Assurance Issues between IP-GMP (GMP in
US/EU) and GCP, and Perspective in the Future

Share the current issues and practice/approach on the Quality Assurance of Investigational
Product considering the GMP—-GCP interface and the differences in the regulatory
requirements/position in EU/US and Japan.

The mutual understanding and collaboration between IP-GMP (GMP in US/EU) and GCP is
essential to assure the reliability of clinical trials, and discuss the visions and directions in future .
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Day 2 (15th Nov) Morning: Concurrent Session

Session Title

Concurrent Session GCP (1)
Discuss GCP compliance clinical trial from the

AEBEEZD.

“risk "standpoint

YRUDE R HGCOPZEESFLI-ER

Hour

9:00-12:00

Session Outline

We will share and re—organize the risk area knowledge body on clinical trial.

Expected discussion as follows.

— Re-organization of the risk detection and the management strategy on the clinical trial.
— Diversities of the risk management strategy from the various stakeholders standpoints.
— Comparison of the risk management strategy among US, EU, Japan and other countries
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Session Title

Concurrent Session GLP (2)
International Interpretation of GLP  GLP® E R HI75 2R

Hour

10:00-10:50

Session Outline

In this session, we will have two presentations by the applicants of the GLP free session.

GLPOEBRMLEIRISOVWTAELI-2EEDHRE,

Session Title

GLP Special Session
The GLP Facility Restoration from the 2011 Great East Japan Earthquake Damage.

01MERAARAKXE LWL SDGLPHEEREIR

Hour

11:00-12:00

Session Outline

On 11 March 2011, the Kashima Laboratory of Mitsubishi Chemical Medience Corporation in
Kamisu city, Ibaraki prefecture was hit and damaged by the Great East Japan Earthquake. In this
session, we will have the presentation of how they have continued the research activities and
restored the facilities from the damage caused by the earthquake by the Test Facility
Management.
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Session Title

Concurrent Session GLP (3)

The Quality of Bioanalytical Studies ZE¥IEERTEHEORE

Hour

8:50-12:00

Session Outline

The purpose of this session is to discuss the quality of non—GLP studies, especially bioanalysis
studies conducted in clinical studies under Japanese standard, GCLP and ISR concepts. Speakers
will be widely invited from MHRA, FDA, PMDA, BARQA, SQA and pharmaceutical companies. And a
panel discussion is set after presentations. An active and useful discussion is expected.

Ktyiar Tk, EGLPERERDEHE M I EMRERNERBRERICOVT. BAERRNDOEE,
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MHRA. FDA, PMDA%: & & 1B L4 /B H KU R (BARQA/SQA/JSQA, Z D) KUIBILAER .
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Session Title

Concurrent Session GMP
Audit check points on GMP for Investigational products and commercial products

BBESLIVEELGMPIZEITRET RIS

Hour

9:45-12:00

Session Outline

=blE, Bon-BE CGMPE R #TOLENHYE T, GMPERZIRMNLLDIZT 518
2. 2DtV a3V TR GEENSDCGMPERDF v IRA VN EZEUVFET,

The time is limited for us to audit a GMP system/facility. So, in order to carry out an effective and
successful GMP audit, we would like to share GMP audit checkpoints from different standpoints in
this session.
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Day 2 (15th Nov) Afternoon: Concurrent Session

Session Title

Concurrent Session GCP (2)
Quality Control and Quality Assurance in Japan
- Quality Control and Quality Assurance in the Future (Toward Next Generation) —

BRIZETA2MEEBLEFEERII-FXED REEEELIEFHEEREL (Next Generation)—

Hour

14:00-18:00

Session Outline

The pharmaceutical companies in Japan, generally organize a section specialized for quality control
and assign staff. We, JSQA would like to introduce the history and present situation in Japan.
Various presentations and ideas from different regions (US, EU, Japan and other countries) are
expected. We would like to think about the ideal quality assurance system.

BRIZBEWTHEDRREICESTL XL, RE - EZRMHT “Quality Control”Z# B RIEL-H %

EY. BEEFELTVS, BRICBITARBLEKROBNL. BLSHIBTORALGEZAERER

7‘?‘6:&’& B ICESHhNTERRRERICH T AEBEHRIIDHINETLEICOVNT. SMETER
=L\,

Session Title

GMP Auditor Training (Basic course)
GMPA—T43—hL—= 5 (B0 —X)

Hour

14:00-18:00

Session Outline

Provide an interactive auditor training on basic and important points on GMP audit by trainers in
worldwide audit group of a global pharmaceutical company.(xPre—registration is required.)
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Session Title

Concurrent Session GLP (4)
Quality Assurance for Electronic Records in Non—clinical Laboratories

SEERPREHER MR (< &5 1+ S BHERI SR D S A ML (REL

Hour

14:00-17:00

Session Outline

This session focuses on the topics as follows,

* Computerized System Validation throughout System Life Cycle

* Electronic data management in Non—clinical Studies

* Approach for long—term retention of electronic records.

This session would consist of some lectures or oral presentations and a panel discussion.
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Session Title

Concurrent Session Pharmacovigilance
Pharmacovigilance Regulation / Pharmacovigilance Quality Assurance

EERTEMERICEATIHAN  EXEKREMHERORER

Hour

14:00-17:35

Session Outline

This session intends to explore differences among Japan, U.S. and Europe in the regulatory
requirements and inspections for post—marketing PV and Japanese post—marketing surveillance.

This session intends to present and discuss each company’'s audit and self-audit approaches for
assuring the reliability of PV process (data collection, data assessment, communication or
outsourcing for PV) and points to be noted. Japanese unique concept/method of self-audit will
also be discussed.
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Day 3 (16th Nov) Morning: Concurrent Session

Session Title

USA/EU/Japan Joint Session (GCP)
Quality Assurance of Multinational Clinical Studies for Simultaneous NDA Submissions in the three
ICH regions

=WBIZH T HEIF R - &K RE B LB RIAER D S5 REE

Hour

8:00-12:00

Session Outline

Regarding multinational clinical studies, more than one regulatory authority will participate. How
does the sponsor organize and audit the multinational clinical studies? And how do the regulatory
authorities inspect such studies?

We would like to provide the discussion forum among inspectors and auditors, chaired by the
former reviewers.
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Session Title

USA/EU/Japan Joint Session (GLP)
International Perspective of Pathology Peer Review

EREHERNSDREETLEL—DESE

Hour

9:00-12:00

Session Outline

Pathology Peer Review system is one of the major issues currently being discussed internationally.
This session will provide up—to—date status of the pathology peer review system in US, EU and
Japan. The current status and future of the pathology peer review will be discussed vigorously.
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Day 3 (16th Nov) Afternoon: Plenary Symposium

Session Title

SQA/BARQA/JSQA Joint Symposium (GLP/GCP)
Toward Next Generation

Hour

13:00-15:00

Session Title

Closing Plenary, Closing Remarks

Hour

15:00-16:00
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