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Overview

Due to the COVID-19 pandemic, we around the world have experienced
a period of chaos.

But we overcame the pandemic at a very rapid pace as much it feels
like a long time ago.

For the past three years, we made the meaningful and remarkable
results of technological development and innovations in the healthcare
industry and also we learned how important to make it come quickly
into our lives.

Regulatory science is an innovation technology in healthcare sector
that contributes to humanity faster and safer works to propose
regulatory standards based on scientific data and evidence.

Korea Regulatory Science Center and DIA organized this joint
workshop with the title of " Regulatory science for the development

of innovative healthcare technologies after the COVID-19 pandemic.

We invited experts with extensive experience in domestic and foreign
regulatory agencies, academia and industry, including the United States

and Japan and other countries, to present the latest trends in regulatory * SoJung Lee _
science and healthcare innovations. VP, Regulatory Affairs, Samsung
Biologics

Shogo Nakamori, MBA
SVP & MD, DIA Global

TaekYoung Kim, MBA
Country Manager, Korea

Sessions are as follows:

Session 1: Pathway for implementation of Regulatory Science and
future perspective

Session 2 : Regulatory environment of Real world evidence(RWE)/
Real World Data(RWD)

Session 3 : Opportunities and Challenges for Decentralized Clinical
Trials (DCTs) through the Lense of Regulatory Science

Session 4 : Regulatory Science in the era of therapeutic transformation
with cell & gene therapy.

Capacity of Attendees : 150 people

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.
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2023 KRSC-DIA Workshop:

Regulatory science for the development of innovative healthcare technologies after the COVID-19 pandemic

Agenda
Time Topics Chair / Speaker
8:30-9:00  |Registration
9:00-~9:10 Opening Remarks InSook Park, Diector General ,KRSC
9:10~9:20 Congratulation Remark Shogo Nakamori, SVP & MD, DIA Global
YounJoo Park, Director General, NIFDS
YunHong Noh, Chairman, KPBMA

Time Topics Chair / Speaker
9:20-9:45 Review and selection process of regulatory science research proj- [HSA SINGAPORE or PMDA JAPAN (TBC)
ects for joint work with industries(Draft)
9:45-10:10 |How PMDA Communicate with Industries and Seeks new Solu- Mako Kawahara,
tions to New Technologies in the Used in Product Development |Technical Officer, PMDA JAPAN
10:10~10:35 |MFDS’s Strategic Plan for Advancing Regulatory Science and JinHwi Kim, Director, MFDS KOREA
Status
10:35-11:00  [Panel discussion All Speakers & Akiko Ogata,
Division Director, PMDA JAPAN

Time Topics Chair / Speaker

1M:00-11:25  |Harmonizing Guidelines on the Use of Real World Data for David Moeny/Acting Deputy Director, USFDA
Post-Approval Observational Safety Studies for Medicines: Back-
ground, Status and Future of ICH M14

1:25-11:50  |Hybrid Controls Design and Regulatory Landscape in EU, China  |Luan, Jingyu, Senior Director, AstraZeneca
and Japan

11:50-12:15  [Use of Real World Data for regulatory decision-making in Korea |Bonggi Kim,Director, KIDS KOREA

12:15-12:30 Q& A All

12:30-13:30 Lunch

Time Topic Speaker
13:30-13:55 |Experience of DCTs and regulatory challenges encountered by KyungSang Yu, Prof. Seoul National University
investigators
13:55-14:20  |De-centralised Clinical Trials Greg Jordinson,Associate Director, Mphil,
Johnson & Johnson
14:20-14:45 |Regulatory Considerations for DCT in Korea JeongYeon Kim, Director, MFDS KOREA
14:45-15:00 [Q & A All
15:00~15:30 Coffee Break

Time Topics Chair / Speaker

15:30-15:55 |Regulatory updates for advanced biological products MiRa Choi, Director, MFDS KOREA

15:55-16:20  |Innovation Through Collaboration: Challenges in CGT Develop- Dylan Bechtle,Associate Director, Johnson &
ment and How the Field Can Partner With Health Authorities to  [Johnson
Bring Transformation Products to Patients

16:20-16:50 |Clinical regulatory considerations and recent FDA perspectives on|Steve Winitsky, Vice President, Parexel Interna-
cell and gene therapy (CGT) development tional

16:50-17:05 |Q & A All

17:05-17:15  |Closing InSook Park, Diector General ,KRSC




REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi-

honcho, Chuo-ku, Tokyo 103-0023 Japan
tel +81-3-6214-0574

2023 KRSC-DIA Workshop

Event #23380 « December 5, 2023 | Auditorium in central post office , Seoul,
Korea (M2 Y ?HX= 10 & &)

REGISTRATION

Register online at the link below or complete this registration from and email to our
Japan Office

Online Regstration
For Payment via Credit Card, please access here

DIA will send participants a confirmation letter within 10 business days after
receipt of their registration.

Registration Fees If DIA cannot verify your membership, you will be charged
the nonmember fee. Registration fee includes refreshment breaks and reception (if
applicable), and will be accepted by mail, fax, or online.

Join DIA now to save on future meetings and to enjoy the benefits of mem-
bership for a full year: www.DIAglobal.org/Membership

O 1 DO want to be a DIA member
REGISTRATION
FEE (KRW)

O DO NOT want to be a DIA member

Early Bird (until Nov. 14, 2023) a 130,000
Academic
After Nov. 15, 2023 d 180,000
Early Bird (until Nov. 14, 2023) a 130,000
MEMBER Government
After Nov. 15, 2023 d 180,000
Early Bird (until Nov. 14, 2023) a 200,000
Industry
After Nov. 15, 2023 a 250,000
Early Bird (until Nov. 14, 2023) d 180,000
Academia
After Nov. 15, 2023 a 230,000
Early Bird (until Nov. 14, 2023) d 180,000
NON=MEMBER™ N7 )1 T3
After Nov. 15, 2023 a 230,000
Early Bird (until Nov. 14, 2023) a 250,000
Industry
After Nov. 15, 2023 a 300,000
Please check the applicable category:
Q Academia Q Government Q Industry
Last Name
First Name
Degrees Q Db QM. Q Ms
Job Title
Company
Address (As required for postal delivery to your location)
City State Zip/Postal Country

email Required for confirmation

Phone Number Required

DIA

CONTACT INFORMATION

Carley Kim(ZIEH )

Country Manager, Korea & Singapore, DIA
Phone:+821041519753
Email:carley.kim@diaglobal.org

DIA Japan office in Tokyo
tel: +81.3.6214.0574

email: Japan@DIAglobal.org
www.diajapan.org

PAYMENT DETAILS

Wire Transfer Instructions for DIA Japan:

MIZUHO BANK LTD (0001)

KAMIYACHO Branch (146)

Ordinary AC #1273382

SH DIA Japan

5-1-5 Toranomon, Minato-ku 105-0001 Tokyo Japan
SWIFT CODE:MHCBJPJT

DIA Terms and Conditions

CANCELLATION POLICY: On or before November 7, 2023
Administrative fee that will be withheld from refund amount:
Member or Nonmember = 100,000 KRW
Government/Academia/Nonprofit

(Member or Nonmember) = 50,000 KRW

Cancellations must be in writing and be received by the cancellation 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
time but membership is not transferable. Please notify DIA of any such
substitutions as soon as possible. Substitute registrants will be responsi-
ble for nonmember fee, if applicable.

EVENT STREAM AND RECORDING

If you attend a DIA event, we make video and audio recordings of events
(both face to face and online) that may include your participation in the
event, including your image, questions and comments. To view our full
photography and video recording policy, click here.
(https://www.DIAglobal.org/general/photography-policy)

PRIVACY STATEMENT

The personal information you request will be used for the purpose of send-
ing conference information from DIA. In addition, in the web conference, we
will use the information with the name of the company or organization and
the name of everyone who participates, and it will be used for networking
with participants, related parties, exhibiting companies for the period and
about two weeks after the event. .. By submitting this application form, it

is interpreted that you have consented to the above handling of personal
information, but if you do not agree, please contact DIA Japan.

By signing below | confirm that | agree with DIA’s Terms and Conditions
of booking. These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=
9276679)

Signature Date

PAYMENT OPTIONS
Register online at www.DIAglobal.org or check payment method.

O BANK TRANSFER:
You will recieve an invoice with bank information detail by email
after registration completion.
All local and overseas charges incurred for the bank transfer must
be borne by payer.

O CREDIT CARD (VISA OR MASTERCARD ONLY)

O VvisA OMc Exp. (mm/yy)

Card No.

Cardholder Name

Signature


https://www.diaglobal.org/en/conference-listing/meetings/2023/12/2023-krsc-dia-workshop/register

