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Outline A™, monolix software A4
Course description, introduction of monolix

09:00~09:10 Dongwoo Chae

Case study0f| Ar&E 2= (clopidogrel) 271, 2 ALAIR HY, data 2 2 EfAH
09:10~10:20 | Introduction to the drug (clopidogrel) to be used in the case study, description Kyung Hoon Mo
of related clinical trials, data description and exploration

PK modeloj| i3t 0|2 4 & monolix libraryE 01&%8t PK model 7% ( )
10:50~12:20 | Theoretical explanation of PK model and construction of PK model using Jun Seok Cha
monolix library

14:00~15:20 quqlix syntaxE 0| &3t Parent PK moc!el =EX0 ) Minkyu Choi
Building parent PK model using Monolix syntax

15:40~16:40 Monolix syntaxZ 0|89t Metabolite PK model 715 ( )

o : : : Xu Jian
Building metabolite PK model using Monolix syntax J

16:40~17:30 Monolix syntaxZ 0|83t Covariate model 7% ( )

- . : ) Dohoon Keum
Building covariate model using Monolix syntax
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Faasics for new drug development — Focus on small molecules
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9:00~09;30 : SeungHwan Lee
Long journey for new drug development
AN~ 10 TPP 4-d9| 7| = - LEI G|l : :
9:30~10:00 Basics of Target Product Profile (TPP) development JinHak Kim
10:00~10:30 | Coffee Break
A H|ef S dAIR I 2 =AY
10:30~12:00 Non-clinical Toxicity and efficacy studies Mijin Han
12:00~13:30 | Lunch Break
OIAMJ el {2k ARIT| CLOFS} QIAFA|S A
13:30~15:00 2o = TS Ta LrEe adilm 2 . . L SeungHwan Lee
Strategic planning of clinical development and various design of clinical trials
15:00~15:30 @ Coffee Break
a1 CTD packaging (CMCE &4122) & IND filing/approval ®#at 2=t : :
15:30~17:00 Strategies of CTD packaging (in regards of CMC) and IND filing/approval JinHak Kim
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08:30~ o=
08:50~09:00 | 7HZIA} & ZAt U2 (21d)
09:00~09:10 | 2149 4=0{Al HEH (LLA[O[A})
Plenary Zhg Fol (M 2SSt uE )

09:10~10:00 | Optimizing treatment for pediatric acute leukemia and development of CAR-T ZHZ (MSLHS L H )
10:00~10:30 | Coffee Break

Session | MEZx| =] 70 S Z&: 591 (KDDF)
10:30~11:00 | ==F A|2f.H[0|2 2I97HE SS-ME R A ZHE Sel2=E A (7N TAIE )
11:00~11:30 = CAR-T 2| 2A|Q| 22 JHU=sF L Ak AdF(FRER)
11:30~12:00 | Genetically Engineered Mesenchymal Stem Cells for the Therapy of Glioblastoma M3l (OF=FLi{Sti)
12:00~13:30 | /unch

Session I MZz| =22 5| /ALSAAE 7= Z1E: 0| (EFAHE )
13:30~14:00 | MZFHAF 2|24 H| ¥ 7HE 2 22qAlet FHE((F)HIO0|LEAEH)
14:00~14:30 | MIZZ|2AHQ| &5 ZAIH: FACS2t THUMZHAR| 24 S Sellz A (MECHetr)
14:30~15:00 | Strategies for Cell Therapy Development: Optimizing Dosage AHZ (MLt ER)

15:00~15:30 Coffee Break
KSCPT-JSCPT JOINT SYMPOSIUM

Clinical development of innovative therapeutics (1)

Session il
22 Seong Choon Choe (Oncord bio), Reo Tanoshima (Yokohama City University Hospital)
15:30~15:50 | >uPportfor Clinical Research of Regenerative Medicine Advanced Therapy in Korea
' ' MinYoung Kim (Regenerative Medicine Acceleration Foundation)
15:50~16:10 Challenges in the practical application of cell-processed products derived from iPS/ES cells
' ' Satoshi Yasuda (National Institute of Health Sciences)
16:10~16:30 Recent Advances in CAR-T Cell Therapy in Hematologic Malignancies

Nahoko Hosono (University of Fukui)

16:30~16:50 Coffee Break

Clinical development of innovative therapeutics (2)

Session [V
2} Kyung-Sang Yu(Seoul National University Hospital), Takahiro Yamauchi(University of Fukui)
16:50~17:10 Clinical trial protocol for porcine islet xenotransplantation in South Korea
' ' Byung-Joon Kim(Gachon University Gil Medical Center)
17:10~17:30 Bioanalysis of recombinant viral vector by qPCR and digital PCR for biodistribution
' ' Yoichi Tanaka (National Institute of Health Sciences)
17:30~17:50 PKPD modeling of cancer immunotherapy targeting IL-2 receptor

Dongwoo Chae(Yonsei University College of Medicine)
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