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The 8th International Conference on Pharmaceutical Quality
Regulatory Sciences, Commemorating the 20th Anniversary of the
Founding of the Research Foundation for Pharmaceutical Quality,
Co-organized by NIFDS and RFPQ
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Venue : Gayageum Hall, The-K Hotel, Seoul
Date: June 21 (Wednesday), 2023

Hosted by RFPQ and NIFDS
Supported by USP, KPBMA, KPTA, KPA, KDRA, Yakup
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NIFDS : National Institute of Food and Drug Safety Evaluation
RFPQ : The Research Foundation for Pharmaceutical Quality
USP
KPBMA : Korea Pharmaceutical and Bio-Pharma Manufacturers Association
KPTA : Korea Pharmaceutical Traders Association

KPA : The Korean Pharmaceutical Association

KDRA : Korea Drug Research Association

ited States Pharmacopoeia
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Agenda

The 8th international conference on Pharmaceutical Quality Regulatory Sciences, to be held
to commemorate the 20th anniversary of the founding of the Research Foundation for
Pharmaceutical Quality (RFPQ), will be held under the theme of “Advancement Strategies of
Pharmacopoeial Drug Standards and Pharmaceutical Quality”. In Session 1, the present status
and revision direction of major advanced pharmacopeias such as the U.S. Pharmacopoeia,
the European Pharmacopoeia and the Japanese Pharmacopoeia are looked out, while the
pharmacopeia discussion group’s international harmonization status and future strategy are
shared. Sharing this information will be expected to be very useful to control the quality of
domestic drugs, advance the Korean Pharmacopoeia and strengthen its revision system. In
Session 2, the latest regulatory trend and policies regarding the impurity review of domestic
pharmaceuticals, including analytical methods and managements of genotoxic impurities, will
be presented to broadly communicate related information with pharmaceutical stakeholders.
Session 3 aims to contribute to quality advancement by looking at the recent domestic and
foreign status of modern pharmaceutical manufacturing technologies such as implementation of

quality by design and continuous manufacturing.
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The 8th International Conference on Pharmaceutical Quality Regulatory Sciences, Commemorating the 20th Anniverﬁargf
of the Founding of the Research Foundation for Pharmaceutical Quality, Co-organized by NIFDS and RFPQ
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Program (Tentative)

Advancement Strategies of Pharmacopoeial
Drug Standards and Pharmaceutical Quality

08:30 — 09:00 Registration s=
{1 (AP Moderator : Kwan Hyung Cho
USRUD= B0 Opening session 7{3]4
Opening remark 7 |'EA} RFPQ
Words of encouragement Z42{At MFDS/NIFDS
Congratulatory message SA} 1 KPBMA
Congratulatory message At 2 USP
Moderator : Dong Hee Na / Kevin Moore
9:20 — 14:30 Session |: Advancement Strategy of Pharmacopoeias and International Harmonization
opxo| Mzlst Hat 3 2x|x3}
9:20 — 9:50 International Harmonization and Revision of Korean Pharmacopoeia B?Sgglg;;(;:gh
' : 5 oF 5] al 4 HISE
The Unites States Pharmacopeia (USP): An Overview of USP Kevin M
9:50 — 10:30 Strategic Priorities to Help Ensure Quality of Medicines, Food Pﬁvm oore, |
' ’ Ingredients, and Dietary Supplements c armacopeia S
0Bopio] olotE, AIERIIZ U Siet HAH|O| BARET} £R M ollaboration, USP
Dirk Leutner,
10:30 — 1110 Current status and revision strategy of European Pharmacopoeia(2t) Pharmaceutical
’ ’ SOk Oo| &5t Al J & X2k Technology Division,
EDQM
Hikoichiro Maegawa,
. . Division of
) ) Current status and revision strategy of Japanese Pharmacopoeia(2t) .
11:10 — 11:50 oliotxio]| 315t 2l Y Fak Pharmacopoeia and
e e = rle = Standards for Drugs,
PMDA
11:50 — 13:00 Lunch
The Pharmacopeial Discussion Group: Over Thirty Years of Kevin M
13:00 — 13:30 Collaboration towards the Harmonization and Convergence of P(;vm oore, |
: : Pharmacopeial Quality Standards. c Iallrrsaccipelausp
IMEEIS0| BHYIF RaKE0lS 95t 300iH0] HA BiE craboraton.
Moderator : Jung Hwan Cho
Panel Discussion
) ) Speakers (four persons)
13:30 — 14:00

Panelists : Sung-Joo Hwang, Yunsei University
Wan-Sook Baek, Sookmyung Women'’s University
Ae-Gyoung Jeong, Boryung Co.,Ltd.

14:00 - 14:10

Fresh break
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Advancement Strategies of Pharmacopoeial
Drug Standards and Pharmaceutical Quality
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Moderator : In Kyu Kim

14:10 — 15:10 Session IlI: Impurity Control and Development Strategy of New Drug Products
== 2| H MAH JHE Tt
Status and Perspectives of Impurity Control in Drug Substances and I\P/Iri]Jung Kirr:_, |
14:10 — 14:40 Products armaceutica
Sas AN} SiEHT} Xat Standardization
s=wE e med e Division, NIFDS
Current Strategy and Prospect on Analysis and Control of Genotoxic
. i " Sang Beom Han,
14:40 - 15:10 Impurities. c n,
QESY Eas BAYIY 2 Balo| 5 o hung-Ang University
Moderator : Young-Ah Woo/Dong-Jin Jang
15:10 — 18:00 Session Ill: Advancement of QbD Research and Implementation of Continuous
e Manufacturing in Korea
= QbD S| TIE H oofE ALMZT =2l Faist
; Sangmi Hong,
I ICH Q1
15:10 — 15:40 Igmog:gtgolnoﬁzHC Q13 Advanced Drug Quality
= e Division, NIFDS
Development of QbD Example Case for Commercial-scale 'K-tablets', Won Dong-Han,
15:40 — 1605 Tech-transfer and Optimization in manufacturing Formulation
' ' AMA F2 K HA| QbD OIA|ZE 7HEE Aty| @ 7|&0|™ 42 H=EH Research Lab,
| &35} Dong-A ST.
Development of QbD Example Case for Commercial-scale ‘K-tablets’ Hae Woo Lee,
16:05 - 16:30 with a Particular Emphasis on PAT Drug Manufacturing
AMAF T2 K HX| QbD O|A|ZZ 7HEE At| @ PAT & Al &4 Center, K-MEDI hub
Continuous Manufacturing System of Oral Solid Dosage and 100% Ahn J
16:30 —17:00 | Content Uniformity Test CM”C aLeGSg‘r’]”’
LHS DM SIAAA 3 T4 SHRIZAL AlAH Foenem
Oskar Goldstein,
17:00 — 17:25 Latest developments in continuous OSD production; ConsiGma 4.0 GEA Process
' ' LHE DA HEMA |4 7= A7 ; ConsiGma 4.0 Engineering N.V,
GEA Korea.
17-95 — 17-50 Introduction to Continuous Process System of Syntegon Sunny Lee,
' ' MEIZ HEZH AJAED ATY HAKOPLAN CO.,LTD
17:50 — 18:00 Concluding Remark NIFDS
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