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The 6th International Webinar Conference ¢
Pharmaceutical Quality Regulatory Science
Organized Jointly by NIFDS and RFPQ

Development and

Quality Assurance of Innovative
Manufacturing Technology (IMT)-
based Pharmaceuticals

Platform: Zoom
Presentation Room : Room K, 2F, KPBMA
Date: November 2 (Tuesday), 2021

Hosted by RFPQ and NIFDS
Supported by KPBMA, KPTA, KPA, KDRA, Yakup, Dailypharm

MFDS : Ministry of Food and Drug Safety

NIFDS : National Institute of Food and Drug Safety Evaluation

PMRJ : Pharmaceutical and Medical Device Regulatory Science Society of Japan
RFPQ : The Research Foundation for Pharmaceutical Quality

KPBMA : Korea Pharmaceutical and Bio-Pharma Manufacturers Association
KPTA : Korea Pharmaceutical Traders Association

KPA : The Korean Pharmaceutical Association

KDRA : Korea Drug Research Association
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Webinar’s Agenda (Tentativej ’

This webinar is aimed to understand and promote development and quality assurance of innovative
manufacturing technology (IMT)-based pharmaceuticals, by applying continuous manufacturing (CM, ICH Q13)
technologies in pharmaceutical company. Webinar conference will be composed of three sessions and panel
discussion with simultaneous translation.

1. Session I: Current regulatory considerations and challenges for IMT in Korea
- Policy-level support for application of IMT including CM to pharmaceuticals
- International regulatory status of IMT including CM
- Regulatory status of quality by design and PAT

2. Session lI: Current status and challenges of CM in Japan
- Regulatory considerations (including approval review) and challenges
- Techniques for manufacturing and quality controls, and RTRT

- Industrial status in PAT, process system technologies and models

3. Session lll: Promoting and realizing CM in pharma industry
- Governmental support and results for IMT in Korea
- Understanding and perspectives of CM in the viewpoint of ICH Q13
- Case study of PAT application in pharma industry
- Change control from batch production to CM
- Chemometrics and statistical tools

4. Panel discussion on CM
Six panelists (three speakers each from Japan and Korea) will discuss about challenges from
regulatory, quality and technology aspects, each for five minutes, and related answers or comments
among panelists will be given in real-time for 50 minutes.

Please understand that suggested agenda may be changed, depending on the request from speakers
or moderator, and emerging topic
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Program (Tentative)
Webinar Host : Prof. Jung Hwan Cho

08:30 — 09:00 Registration
09:00 — 09:20 Opening session

Opening remark ,\'ﬁigg
Words of encouragement KPBMA

Congratulatory message Shigeki Tsuda

Organizer : Sunmi Kim (Deputy Director, NIFDS)
Moderator : Prof. Sung-Joo Hwang (Yonsei University)

SRzl = e Session I : Current Regulatory Considerations and Challenges for IMT in Korea
U SANZT =0l et Al g = abE|

Na-young Kim
09:20 — 09:40 Current status of MFDS policy for quality by design (QbD) Deputy Director,
' ' AA7|8t SEO|| ther AZoUZ TN Aol sig Pharmaceutical Quality
Division, MFDS
So Hee Kim
09:45 — 10:15 - Access to innovative medicine Deputy Director, Pre-
' ' Al o|oF= 0| LS 2 Submission Consultation
Division, NIFDS
Kyungshin Lee
1020 - 10:50 Regulatory perspective and cases on real time release testing (RTRT) Deputy Director,
' ' AAZH EGHAIE XE Q|HE Q| AlAL EIOH 2 AL| Advanced Drug Quality
Division, NIFDS
Organizer : Shigeki Tsuda (Senior Managing Director, PMRJ, Japan)
11:00 — 13:45 Moderator : Prof. Jong-Seong Kang (Chungnam National University)

R Session I : Current Status and Challenges of Continuous Manufacturing in Japan

LEO| AL AE A2} abA|

- PMDA perspective on continuous manufacturing Yoshihiro Matsuda
11:00 — 11:35 L Ao CHet PMDA £+ Senior Scientist for
Quality, PMDA

Manabu Kano
Professor, Department of
Systems Science, Kyoto

Monitoring and control techniques for continuous manufacturing
11:40 — 12:15 L Ak et ZUEE H Mo &

University

12:15-13:10 Lunch
Keiji Inoue
1310 - 1345 Development of control strategy for continuous manufacturing Group Manager,
' ' AL MAZ 2B a]| T2k Lt CMC RA Department,

GlaxoSmithKline K.K.
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13:50 — 16:55
13:50 — 14:20
14:25 — 14:55
15:00 - 15: 30
15:30 — 15:50
15:50 - 16:20
16:25 — 16:55
17:00 — 17:50
17:00 — 17:50
17:50 — 18:00-

Development and Quality Assurance
of Innovative Manufacturing Technology (IMT)

-based Pharmaceuticals
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Organizer : RFPQ

Moderator : Prof. Kwan Hyung Cho (Inje University)
SessionII: Promoting and Realizing Continuous Manufacturing in Pharma Industry

HIQHAIO| HAMAL S5} B A

- Pharmaceutical manufacturing process and quality advancement-
current status and prospects of Korean pharmaceutical Industry
ojokE ME Y B D=3 - 1 Mool HE MY

- Regulatory considerations to adopt continuous manufacturing in Korea
ZU AL =S I3t BRI TR

- Case sharing: regulatory approval of drug product manufactured by
continuous manufacturing
AMEHESF - FEMACZ HESH o|ekE o] XA 57t

Break time

- PAT applications for continuous manufacturing

ALSHE ¢let SE=M71=2] olshet HE

- Major chemometric tools for the process analytical technology
THEM 7|22 Q3 =e Agstey £

Kyung Hwa Huh
CEO, Korea Innovative
Medicines Consortium

Hyang Won Min

Sr Director / Regulatory &
Medical Affairs, Janssen
Korea

Yu Jin Jung
PhV and RA Manager,
MQRA, Lilly Korea Ltd.

Woo, Young-Ah
OSD Director, Chong Kun
Dang Pharm

Jung Hwan Cho
Professor, Sookmyung
Women's University

Moderator : Prof. Hyo Jin Kim (Dongduk Women'’s University)

Panel Discussion on Continuous Manufacturing

- Panelists
Na-young Kim (NFDS)
Yoshihiro Matsuda (PMDA)
Manabu Kano (Kyoto University)
Keiji Inoue (GlaxoSmithKline K.K.)
Hyang Won Min (Janssen Korea)
Young-Ah Woo (Chong Kun Dang Pharm)

Concluding remark

NIFDS
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