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The Cabinet Office of the Government of Japan is promoting Society 5.0, defined as "a human-
centered society that balances economic advancement with the resolution of social problems by
a system that highly integrates cyberspace and physical space using loT (internet of things), big
data and Artificial Intelligence (Al).”

The ISPE Japan Affiliate is promoting Pharma Society 5.0, where our aim is to balance
advancement of the pharmaceutical industry and overcoming the challenges to human health
by adopting highly integrated innovative technologies, as the pharmaceutical perspective of
Society 5.0.

It is increasingly important to proactively introduce the latest innovative technologies in order to
more safely and economically, as well as effectively, manufacture pharmaceutical products to
contribute not only to patients and medical professionals but also a sustainable society, while
taking the environment into consideration.

Moreover, our expectation is that combinations of innovative technologies will create new
values, improve the quality of life and generate business opportunities.

The theme of the ISPE Japan Affiliate 2019 Annual Meeting is Pharma Society 5.0. Speakers
are invited from governmental/regulatory authorities, industry and academe of Japan, USA and
Europe to speak about the future for human health.

Together with our Annual Meeting participants, we will consider the future development of the
pharmaceutical industry and how to get involved. Our since wish is for the Annual Meeting to
contribute to the promotion of innovation. We look forward to receiving you in Japan.

%[574 ) diukis Al

Hirofumi Suzuki Hiroshi Sakai
Chairman of the Board Chairperson, Organizing Committee
ISPE Japan Affiliate Annual Meeting 2019
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30th — 31st May

Dates

30th (Thu) & 31st (Fri) May 2019
Reception start: 9:15 a.m. on 30th / 8:45 a.m. on 31st )

Location

Tower Hall Funabori http://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

w—— Tooi Shinnjuly Line  wesss Hanzoumon Line

JR Soby Line e JR Yamanote Lin
— R Norita Express s Koisei Line
w— JR Soby Rapid Train wesss Limousing Bus
w— TOkyo Monorail

PARTICIPATION REGISTRATION FEE ~ RE€() iIster Now!

Member JPY45,000 JPY10,000 JPY10,000 JPY10,000
Non- JPY2,000
JPY75,000 JPY15,000 JPY10,000 JPY15,000
member

* Registration fee for Non-member includes conference registration and ISPE annual
Membership fee. Please consider joining ISPE now.
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http://www.towerhall.jp/
Tel:076-424-5931
http://www.ispe.gr.jp/ISPE/pdf/AnnualConventionApplication_2019.pdf
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S 30th - 31 st May

* 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.
Also, please note that attendance at Workshop 3 is required.

* Attendance at networking party only (18:30-20:30 on 30th May)
Networking party only is available for the below fee:

Member: JPY10,000

Non-member: JPY20,000

Government, University Faculty: JPY5,000
Student: JPY2,000

Lunch and Networking Party

1) Lunch will be provided on 30th May and 31st May in the Event Hall
2) Networking party will be held on 30th May in the Event Hall. (18:30-20:30)

How to Join

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

| Final Registration Due Date by e-mail or Fax

23rd May 2019 (3XWalk-in registration available at reception desk on 30th May.)

| Event Sponsors

* ADVERTISEMENT IN PROGRAM: JPY 50,000
Your company advertisement in the program handouts to be distributed to all registrants.

* TABLE TOP EXHIBITION: JPY 50,000
Your booth in the 2" floor on 30th May.

* POSTERS: JPY 30,000
Your space for a poster at the entrance of the Event Hall.

* LUNCHEON SEMINAR: JPY 200,000
Luncheon seminar will be held on 30th May.

For further information please contact Japan affiliate office: ispe-admi@ispe.qgr.jp
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Conference and Workshops

Program schedule Date 30th May, 2019 Tower Hall Funabori

Annual General Meeting and Annual Meeting will be held in the Event Hall for the two days.
Attendance at Networking Party only will also be welcomed.

30th May Thursday 2F Main Hall

09:30-10:30 Annual General Meeting

10:45-11:25 Opening Remarks Opening Remarks: ISPE Japan Affiliate New Chairman
ISPE Update:

James A. Breen, Jr., PE / Chair of ISPE / Janssen Pharmaceuticals

11:25-12:10 Keynote Speech 1 Japanese Government Standpoint on Healthcare Policy
Hiroyuki Kawabata / Deputy Manager, Health Policy Bureau, General Affairs Division

Ministry of Health, Labour and Welfare (MHLW)

12:10-13:10 Lunch time 2F Event Hall (Luncheon Seminar, TT Exhibition)
13:10-13:55 Keynote Speech 2 FDA Update TBD

FDA
13:55-14:40 Keynote Speech 3 Muse Cell for Reparative Medicine by LSII

Seiichi Kiso / Life Science Institute, Inc.

14:40-15:25 Keynote Speech 4 Artificial Intelligence that pervades society - its Past, Present, and Future

Naohiko Uramoto / President, The Japanese society for Artificial Intelligence

15:25-16:00 Coffee break 2F Event Hall (TT Exhibition)

16:00-16:45 Keynote Speech 5 Co-creation of Innovation through Japanese Life Science Ecosystem

Shunichi Takahashi / Bayer Yakuhin, Head of Open Innovation Center Japan

16:45-17:30 Special Lecture 1 Near Infrared Photoimmunotherapy for Cancer

Hisataka Kobayashi / Senior Investigator, National Cancer Institute/NIH

17:30-18:15 Special Lecture 2 Activities of Regulatory Science Center in PMDA
Hiroyuk Arai / Head of Regulatory Science, PMDA

18:30-20:30 Networking Party

* Program may be changed without any notice.
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- 30th - 371 st May

Program Schedule Date: 31st May 2019 Funabori Tower Hall

31st May, Friday Workshop Theme

Facility of the Future
- Pharma Society 5.0 and Continuous Manufacturing

Workshop 1 Facilities of the Future

Workshop 2 BIO COP Progress in Continuous Manufacturing of Biopharmaceuticals
- Workshop 3 iP (Workshop for Good Data Integrity Practice For Young Professionals & YP 2018 Seminar
oung Professionals) Reports
Workshop 4 SAM & GMP COP Correspondence to globalization of the GMP
Workshop 5 IP COP IP Society 5.0 - Future of Clinical Suppl (GDP, IRT, Dt/fP, Outsourcing)

12:30 - 13:30 2F Lunch time

Workshop 6 Containment COP Risk Based Approach for manufacturing of highly potent products
13:30- 17:00 | Workshop 7 Pharma PSE COP Challenge for smart manufacturing and nexus problem of drugs

Workshop 8 SPP COP Try to Knock the Bottom of the Aseptic Iceberg

Workshop 9 API COP Implementation studies on continuous APl manufacturing

For further information, CLICK HERE * Program may be changed without any notice.

Workshop Room Assignment

Zuiun Heian Fukuju Togen Hourai
Workshop 1: Workshop 2: Workshop 3: Workshop 4: Workshop 5:
AM YP (Workshop for P COP
Facilities of the Future BIO COP Young SAM & GMP COP
Professionals)
Workshop 6: Workshop 7: Workshop 8: Workshop 9:
PM
Containment COP Pharma PSE COP SPP COP API COP
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http://www.ispe.gr.jp/ISPE/pdf/2019_nenji_program_english.pdf

2019 ISPE Japan Affiliate Annual Meeting
~ 30th — 31st May

ISPE Japan Affiliate Proudly Presents

Presentation Materials Download (Electronic Data Only)
I

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 in 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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