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On May 29th and 30th, the 2025 ISPE Japan Affiliate Annual Meeting will be held in Tower Hall Funabori,
Edogawa Ward, Tokyo (The APAC meeting will be held on the previous day, May 28th). With your support,
the ISPE Japan Affiliate now has over 800 members and more than 280 companies as group members. We

would like to express our sincere gratitude.

For the 2025 Annual Meeting, the theme will be "Shin*Emerging Technologies!: The New Era Brought by
AL" The world is currently undergoing significant changes. With the advancement of globalization,
pandemics, and geopolitical issues, the business environment is rapidly evolving. Additionally, digital
technologies such as Al, big data, cloud technology, and 1oT are advancing rapidly. Manufacturing
companies, including those in the pharmaceutical industry, must quickly adapt to these technologies.
Furthermore, increasing awareness of sustainability and environmental issues is significantly impacting

corporate management.

In the pharmaceutical industry, it is essential to address these environmental changes and enhance data
driven decision-making and agility. We aim to explore the direction the pharmaceutical industry should

take in this new era brought by Al advancements, together with all of you.

On the first day, industry leaders from domestic and international sectors, including industry, government,
and academia, will give lectures on the future outlook of the pharmaceutical industry. On the second day,
each Community of Practice (COP) will hold workshops on more specific themes, including sessions with

overseas spea kers.

This year, we will also hold a networking event, continuing from last year. We hope this networking
opportunity will serve as a driving force to further promote innovation by considering what kind of future
the new era brought by Al will bring, together with all participants.

Additionally, at the beginning of the conference, there will be an important general meeting for ISPE Japan
Affiliate members, where we will conduct board member elections, activity reports, financial reports,

activity plans, and budget approvals. We kindly request your attendance.

%. %a& Teturo Noguahi

Hirokazu Kisaka Tetsuro Noguchi
Chairman of the Board Chairman, Organizing Committee
ISPE Japan Affiliate Annual Meeting 2025
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| Dates

| 29th (Thu) & 30th (Fri) May 2025

Reception desk opens: 9:00 a.m. on 29th / 9:00 a.m. on 30th

| Location

Tower Hall Funabori https://www.towerhall.jp
4-1-1 Funabori, Edogawa-ku, Tokyo, Japan Tel: 090-8845-6737

| Access

* 1-Minute walk from Funabori station, Toei-Shinjuku Line

Moto-yawata
(keiseiyawata)
_ Narita
Chiba Airport

— Tooi Shinnjuicu Line e Hanzoumon Line
JR Soby Line w— JR Yamanote Lin

—— R Norila Express s Kose: Line

e JR Sobu Rapid Train » * Limousine Bus

— Tokyo Monorail


https://www.towerhall.jp/
tel:076-424-5931
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. . Regulatory
Industry g:é‘:ﬁ{s'ty J Authority / Pro\f(:::ignal Student
y Government
Member JPY45,000 JPY10,000 JPY10,000
JPY10,000 JPY2,000
Non- JPY90,000 JPY15,000 JPY30,000
member

recisTRATION  Register Now

* Registration fee for Non-member includes conference registration and ISPE annual Membership fee.

Please consider joining ISPE now.

* Registration fee for Young Professional

If 35-years-old or under, you can attend all programs for the two days upon payment of the specially discounted
registration fee shown. You are kindly required to submit proof of age.

|Lunch

| Lunch will be provided on 29™ and 30" May in the Event Hall

| How to register

I
Click following Link. (Please translate by translation tool.)

Member/Non-member: 04-3-Event/Seminar Registration Form - Non-Members

Sponsorships (non-member price)

* ADVERTISEMENT IN PROGRAM: JPY 250,000
Your company advertisement in the program to be distributed to all registrants.

* TABLE TOP EXHIBITION: JPY 300,000
Your booth on the 2" floor on 29th May.

* LUNCHEON SEMINAR: JPY 500,000
Luncheon seminar will be held on 28"(APAC) and 29" May.

* MINI LUNCHEON SEMINAR: JPY 300,000
Mini Luncheon seminar will be held on 30" May.

* ADVERTISEMENT IN DIGITAL SIGNAGE: JPY 200,000
Display your company advertisement on digital signage near the conference venue.

For further information please click following URL. (Please translate by translation tool.)
Advertising, Exhibits, Sponsorship/Welcome to ISPE JAPAN



https://9ac3e49c.form.kintoneapp.com/public/01f09ef671c1bf64d312d0c28b76a3a4ecec7c4105a2bcb967f602cd74249ede
https://www.ispe.gr.jp/ISPE/09_koukoku/09_01.htm
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Conference and Workshops

Program schedule Date 29th May 2025
Annual General Meeting and Annual Meeting will be held in Tower Hall Funabori, Event Hall on 5th floor.
* Program may be changed without notice.

9:30-10:20 Annu.al General
Meeting
10:20-10:30 Break
10:30-10:40 | Onentation Chair, ISPE Japan Affiliate
Opening Remarks
“ISPE HQ Update”
10:40-11:00 ISPE HQ Mike Martin, President and CEO, ISPE
Vivianne J. Arencibia, ISPE International Board of Directors
“MEXT initiatives to build a foundation for next-generation medicine realization"
11:00-11:50 Keynote Speech 1 Jun Mitsuda, Genpme Research I?Iannlng Cooerator, Life Sciences D.|V|S|on,
Research Promotion Bureau, Ministry of Education, Culture, Sports, Science and
Technology (MEXT)
11:50-13:00 Lunch
"Government Initiatives for Ensuring Thorough Manufacturing and Quality Control of
Pharmaceuticals"
13:00-13:50 Keynote Speech 2 Go Yamamoto, Director for Counter Narcotics, Director Office of inspection and
Guidance, Compliance and Narcotics Division, Pharmaceutical Safety Bureau,
Ministry of Health, Labour and Welfare (MHLW)
“The Journey and Prospects of Al in Pharmaceutical Engineering: Transformations
13:50-14:40 Keynote Speech 3 Brought by Cutting-Edge Technologies”
Masahiro Terabe, Chugai Pharmaceutical Co., Ltd.
i “More Agile Pharmaceutical Quality Management”
14:40-15:10 FDA (Video) Theresa Mullin, Ph.D., Director, Office of Strategic Programs, FDA
15:10-16:00 Coffee Break
“ Achieving Quality by Design in Cell Manufacturing via Al-Driven Image Quality
. Control”
16:00-16:50 Special Lecture 1 Ryuji Kato, Tokai National Higher Education and Research System,
Nagoya University
“Utilization and Regulation of Al Technology”
16:50-17:40 Special Lecture 2 Yoshihiro Matsuda, Specialist (Quality), Pharmaceuticals and Medical Devices
Agency (PMDA)
i Tetsuro Noguchi, Chairman,
17:40-17-45 Closing Remarks i o _
for Day 1 2025 Annual Meeting Organizing Committee
18:00-20:00 Networking Party

Program schedule Date 30th May 2025

Workshops will be held in Tower Hall Funabori, Event Hall on 2th floor.
* Program may be changed without notice.
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30th May 2025 Workshop Theme
Workshop 1-1 ATMP COP & Paving the Future: Leading the World in Advanced Therapies and
P BIO COP Biopharmaceuticals! Teams ATMP & BIO!!!
Workshop 2-1 SRR COR & Invitation to a profound, aseptic processing world
Pack COP

Next-Generation Pharmaceuticals Manufacturing

9:30-12:45 | Workshop 3 FeElifes Ofifie Fie ~Efficiency and Innovation through Digital Transformation~
Risk Management Seminar for Pharmaceutical Manufacturing Facility
Workshop 4 EM COP Construction Projects ~ Achieving Smooth Project Execution with Risk
Management Tools!!~
Workshop 5 IP COP Patient Centricity
12:45-13:45 | 2F Lunch time
Workshop 1-2 ATMP COP & Evolving Manufacturing Technologies and New Risk-Based Management
P BIO COP Strategies: With an eye on Sustainability
Workshop 2-2 Sreor & Invitation to a profound, aseptic processing world
Pack COP
13:45-17:00 | Workshop 6 Pharma PSE COP Digital applications
Workshop 7 Containment COP & Pharmaceutical manufacturing in the Age of Sustainability:
P EHS COP Thinking about patient, occupational safety and environmental protection
Workshop 8 EL / WIP Shaping Your Future Career ~Chance Management Using LinkedIn and the

Cutting Edge of Global Career Development ~
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Workshop Room Assignment
Zuiun Heian Fukuju Togen Hourai
Workshop 1-1: Workshop 2-1: Workshop 3: Workshop 4: Workshop 5:
AM
ATMP COP & SPP COP & Facilities of the EM COP IP COP
BIO COP Pack COP Future
Workshop 1-2: Workshop 2-2: Workshop 6: Workshop 7: Workshop 8:
PM
ATMP COP & SPP COP & Pharma PSE Containment COP EL / WIP
BIO COP Pack COP COP & EHS COP

For detailed program, please click here

Presentation Materials Download (Electronic Data Only)

Download materials are available from the ISPE Homepage.

Access period: From one week before the Annual Meeting until one month after.
Special ID and password will be informed in the third week of May.
Please note that we will not provide any hard copy (paper) materials for the Meeting.

Cancellation

In

In case of cancellation after registration, please arrange for a substitute participant and, please kindly

inform us. — Email: ispe-admi@ispe.qr.jp

quiries

ISPE Japan Affiliate: (Email: ispe-admi@ispe.qr.jp)
Ishijima Bldg. 7F, 1-11-10 Yushima, Bunkyo-ku, Tokyo 113-0034

URL : www.ispe.gr.jp
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