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2014 Population Approach Group in Korea (PAGK)-
Population Approach Group in Japan (PAGJA) Joint Meeting

Place: Translational Research Informatics Center, Kobe

Nov. 7 (Fri.) [2014 PAGK-PAGJA Joint Meeting ]
13:00 - 13:05  Opening Remark Yusuke Tanigawara - President of PAGJA
(Keio University, Japan)
13:05-14:45 Session 1. Methodology Chairs: Kyungsoo Park (Yonsei University, Korea)
Atsunori Kaibara (Astellas Pharma, Inc, Japan)
13:05-13:30  An Example of Adaptive Phase | Clinical Trial Design Using  Seunghoon Han
PK-PD Modeling and Simulation (Catholic University, Korea)
13:30 — 13:55 Investigation of the Relationship between Biomarker Chihiro Hasegawa
and Endpoint — a Simulation Study — (Ono Pharmaceutical Co. Ltd., Japan)
13:55 - 14:20 Full Covariate Model Using Fixed Effect and Random Effect Jung-Woo Chae
(Chungnam National University, Korea)
14:20 — 14:45  Theory of Quasi-Random Parametric Expectation Takanori Ogawa, Hidefumi Kasai
Maximization algorithm and its application to Population (CERTARA G.K., Japan)
Modeling Analysis
14:45-15:00  Coffee Break
15:00 - 15:50  Session 2. Application Chairs: Kyun-Seop Bae (University of Ulsan, Korea)
Yusuke Tanigawara (Keio University, Japan)
15:00 — 15:25  ADAS-Cog Model Identifies Ethnic Differences in Placebo Jae Yong Chung
Response in Patients with Alzheimer’s Disease (Seoul National University, Korea)
15:25 -15:50  Application of Population Pharmacokinetics / Masato Kaneko
Pharmacodynamics for the Clinical Development of (Bayer Yakuhin Ltd., Japan)
Rivaroxaban
15:50 - 16:00 Break
16:00 — 16:50  Session 3. Regulatory Chairs: In-Jin Jang (Seoul National University, Korea)
Naomi Nagai (PMDA, Japan)
16:00 — 16:25  The Regulatory Status for Drug Review Focusing on Kyungshin Lee
Pharmacometrics at MFDS (MFDS, Korea)
16:25-16:50  Advanced Review / Consultation with Electronic Data in Shinichi Kijima
PMDA - Regulatory Perspectives on Pharmacometrics in (PMDA, Japan)
Drug Development —
16:50 — 17:00  Closing Remark Kyungsoo Park - President of PAGK
(Yonsei University, Korea)
17:30 — 19:30 Reception Party at KOBE PORTPIA HOTEL
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Nov. 8 (Sat.) [ 2014 PAGJA Annual Meeting ]

10:00 — 10:05 FEEr2S BINEHIT (B EFEEA R A I R R 27)
(Opening Remark) Yusuke Tanigawara (Keio University)
10:05 - 11:05 —f% N EAEZE (Oral Session) JER - RIPFRFE (HEREER KT

Yoshitaka Yano (Kyoto Pharmaceutical University)
HIRfER (72T 7 A REK)
Atsunori Kaibara (Astellas Pharma, Inc.)
10:05 - 10:20 By - R FIRHREATR O REER 7 7" 1 —F 04
Significance of Pharmacometric Modeling of Metabolite Data
OBITEX, IEFRREIR, LREET, BH %, ZA—K
(JUMRFRFBe FPIF S EhRE 250 BF)
10:20 - 10:35 YT IIT DATEREAN A F545E & L7z PKPD f#ATIC KX D& DI
Candidates Selection Using PKPD Analysis for Behavioral Scoring in Monkey
OffiEE (KL =Z13K)
10:35 - 10:50 NONMEM % W2 3ERIEERE T — 2 £ 7 U > 7 O HE
Significance of Nonlinear Pharmacokinetic Data using NONMEM
O/NMASER (T AT 7 A 8HK)
10:50 - 11:05 AL BT 2 FELBIRINE R 2 B8 L7 B I 2RI B4 %
ETFTV &Y Ialb—vay
Modeling and Simulation for Comparative Evaluation of Cost-Effectiveness for
Cancer Chemotherapy including Pharmaceutical Care Related to Adverse Events
ORErFFE, MEHEKE GUEEER KT

11:10 - 12:10 FrvFarkIf— JER - REPEF USRI R)
(Luncheon Seminar) Yoshitaka Yano (Kyoto Pharmaceutical University)
11:10 — 12:10 Population PK fi#fT @ 7 v — DFEHEA(L,

A bvaXrvay
AEmEs (& —F ARt
2) Quality Control ™ 7= ¥ D —A4&3E 0 Bk A
BEATF (7 AT 7 AHK)
3) "Best Practices and Guidance in Population Modeling” (22T
BAREZ (774 %—)
12:10-12:20 Break
12:20 - 13:10 B, Y7 o277 TFEVAN L=V gy (BE—TFHREH)



13:10-15:30 Debate Session with PMDA JER - IR (BEER BRI A R R 3 7)
Chair: Yusuke Tanigawara (Keio University, Japan)
PMDA Fihill « AR 7. JNAH— REBE -, Sfdcz. KIEmsE. ZHmT
A L ANREER A g & U e REERARATIZ D\ T
Topic 1: Population Analysis in Pediatric Patients
A 2 0 REEFIEAT IC IO 5 7 — Z O EE B - MERAE (QC/IQA) 122\ T
Topic 2: Quality Control and Quality Assurance (QC/QA) for Population Analysis

Data Set
15:30 - 15:35 P& DFF REFFF R RF)
(Closing Remark) Yoshitaka Yano (Kyoto Pharmaceutical University)



