Annual Meeting 2023

ISPE Japan Affiliate

Achieving wellbeing
- The road to slow digital

Date: 18th & 19th May 2023
Place: Tower Hall Funabori (Edogawa-ku, Tokyo)

Host: ISPE Japan Affiliate

& ISPE. .



ISPE Japan Affiliate Proudly Presents ISPE Japan Affiliate Annual Meeting

On May 18th and 19th, the 2023 ISPE Japan Affiliate Annual Meeting will be held at
Tower Hall Funabori, Edogawa Ward, Tokyo.

With your support, the ISPE Japan Affiliate now has over 800 members and more than
270 companies as group members. We would like to express our sincere gratitude.

At the 2023 Annual Conference, the theme will be "Achieving wellbeing”. On the first
day, experts from industry, government, and academia from Japan and overseas will give
presentations on the current situation in Japan and the expected near future. On the
second day, our COPs will hold workshops with more detailed discussions.

Our sub-theme is "the road to slow digital", that is, in the midst of digitalization, using
digital technology to actively secure our free time. In addition, we consider it necessary
to grasp the essence of wellbeing and carefully introduce digitalization. With this in
mind, “slow food” was referred to as “slow digital”.

Together with our participants, we hope to exchange thoughts on challenges, initiatives,
and prospects for change in the healthcare industry, and the future of the
pharmaceutical industry. In doing so, our aim is to drive further innovation in Japan.

Our event will begin with members of the ISPE Japan Affiliate making important decision-
making at the General Assembly, including election of directors, presentation of activity
reports and accounting reports, as well as future planning and budgetary proposals.

We appreciate your participation.

Yoo Hacke  freTek

Hirokazu Kisaka Akihiro Matsuki
Chairman of the Board Chairman, Organizing Committee
ISPE Japan Affiliate Annual Meeting 2023



18th (Thu) & 19th (Fri) May 2019
Reception starts: 9:00 a.m. on 18th / 9:00 a.m. on 19th

| 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
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https://www.towerhall.jp/
tel:076-424-5931
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REGISTRATION FEE Register Now

|
. ; Regulatory
Industry g:;‘l’;l*t’s'ty Authority / Pro¥::snignal Student
y Government
Member | JPY45,000 JPY10,000 JPY10,000
JPY10,000 JPY2,000

Non- JPY85,000 JPY15,000 JPY30,000

member

* 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 18" and 19"May in the Event Hall

How to register

I
Please complete the application form and send it by email or fax to the Japan Affiliate Office.
Email address: ispe-seminar@ispe.gr.jp Fax: +81-3-3818-0575

| Sponsorships

* ADVERTISEMENT IN PROGRAM: JPY 200,000
Your company advertisement in the program to be distributed to all registrants.

* TABLE TOP EXHIBITION: JPY 200,000
Your booth in the 2™ floor on 18th May.

* LUNCHEON SEMINAR: JPY 350,000
Luncheon seminar will be held on 18th May.

* MINI-LUNCHEON SEMINAR: JPY 250,000

For further information please contact Japan affiliate office:



Conference and Workshops

Program schedule Date 18th May, 2023 Tower Hall Funabori

Annual General Meeting and Annual Meeting will be held in the Hall 5th floor.

18th May Thursday 5F Main Hall

09:30-10:20 Annual General Meeting

10:30-11:05 Opening Remarks Opening Remarks: ISPE Japan Affiliate Chairman
ISPE Update:
Thomas Hartman, ISPE President & CEO

11:05-11:55 Keynote Speech 1 Promotion of Well-being in the 100-year life

Yoshihide Esaki, Director, Institute for Social Policy Issues

11:55-13:00 Lunch time 2F Event Hall (Luncheon Seminar, TT Exhibition)

13:00-13:50 Keynote Speech 2 The Present and Future of Digital Health

Naohisa Yahagi, Professor, Keio University, Graduate School of Media and Governance

13:50-14:40 | Keynote Speech 3 MHLW Update
Fumi Yamamoto, Councilor for Pharmaceutical Affairs Minister. Secretariat, MHLW

14:40-15:30 Keynote Speech 4 2022 Annual Meeting Keynote Session FDA
Quality: The Key Ingredient for Stable Pharmaceutical Supply Chains

Michael Kopcha, Director, Office of Pharmaceutical Quality Center for Drug Evaluation
and Research, FDA

15:30-16:10 Coffee break 2F Event Hall (TT Exhibition)

16:10-16:25 ISPE HQ Update ISPE International Update on COP and Technical communities

Tim Postlethwaite, ISPE Director, Technical Communities

16:25-17:15 Special Lecture 1 A Look To The Future of Regulated Drug Manufacturing
Robert Chew, Chairman and Chief Innovation Officer, Commissioning Agents, Inc.

17:15-17:20 Closing Remarks Closing Remarks

Akihiro Matsuki, Chair of 2023 Annual Meeting Organizing Committee

* Program may be changed without any notice.



ISPE JapﬂALﬁliate Annual Meeting

Workshops
19th May, Friday Workshop Theme
Workshop 1-1 SPP COP It's time to explore the sterile frontier!
Facilities of -
Workshop 2 the Future Facilities of the Future Smart Factory
9:15-12:45 Workshop 3 ATMP COP An approach from the new modality area for the realization of well-being

Practice and Issues of Process Simulator in the Pharmaceutical Industry

Workshop 4 AP| COP
-First step toward a digital strategy

Workshop 5 IP COP Multifaceted Good Practice in Clinical Supply

12:45-13:45 | 2F Lunch time

Workshop 1-2 SPP COP It's time to explore the sterile frontier!

Containment

13:45-17:00 | Workshop 6 coP Risk Based Approach for manufacturing of highly potent products
EHS COP

The Latest Information on Global Engineering Standard for Biopharmaceutical
Workshop 7 BIO COP Manufacturing Facility
-Introduction to ASME BPE 2022

Workshop Room Assignment

Zuiun Heian Fukuju Togen Hourai
Workshop 1-1: Workshop 2: Workshop 3: Workshop 4: Workshop 5:
AM
SPP COP Facilities of the ATMP COP API COP IP COP
Future
Workshop 1-2: Workshop 6: Workshop 7:
PM
SPP COP Containment & EHS BIO COP
COP

For detailed program, please click here


https://www.ispe.gr.jp/ISPE/pdf/2023_nenji_program_english.pdf

ISPE Japan Affilia

Presentation Materials Download (Electronic Data Only)

Download materials are available from the ISPE Homepage.

Access period: From one week before the conference until one month after the conference.
Special ID and password will be informed in the third week of May.

Please note that we will not offer any hard copy (paper) materials for the conference.

Cancellation

In case of cancellation after submitting the application form, please kindly inform us.
— Tel: 03-3818-6737 / Email: ispe-admi@ispe.gr.jp

Inquiries

|
ISPE Japan Affiliate: (Email : ispe-admi@ispe.ar.jp)

Ishijima Bldg. 7F, 1-11-10 Yushima, Bunkyo-ku, Tokyo 113-0034
TEL:03-3818-6737 FAX:03-3818-0575
www.ispe.gr.jp
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