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Sally Choe, Director, PAREXEL (CHA} 2! Li2t|, 7|E} CHFSH AISE o)

Sang Mok Chung, Clinical Pharmacologist, OCP/CDER/FDA (CHAL & L& H])

Clinical Development and How to Put Together as
an Application

Day 1 - 08:30~18:00, May 30, 2013 (Thr) / 532
08:30-08:40 Opening Remark

ASA
08:40-09:00 Team Building
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09:00-10:20

10:20-10:35

Pre-clinical Pharmacological and Toxicological Studies
Aga
Break

10:35-11:35
11:35-12:05
12:05-12:35
12:35-13:40
13:40-14:00
14:00-14:30

14:30~14:45

2-1: Landmark Regulatory Meeting 1: Pre-IND
Sally Choe

Team Discussion

Presentation

Lunch

Introduction of Korea Drug Development Fund

0|85, (RH)HEMAIEIHLALEE THEt

2-2: Case Review
Sally Choe

Break

14:45~15:15 3-1: Safety IND
Sally Choe

15:15~15:456 Team Discussion

15:45~16:15 Presentation



: 1st Interactive Workshop for Drug Development (21

16:15~16:45 3-2: Case Review
Sally Choe

16:45~17:00 Break

17:00~18:00 3-3: Special topic: Meetings for Biosimilar
Sally Choe

Day 2 - 08:30~17:35, May 31, 2013(Fri) / S2/2|& A
“

08:30~09:30 4-1:Phase 2 Study Design
A=
09:30~09:45 Team Discussion
09:45~10:00 Presentation
10:00~10:30 4-2: Case Review
PN
10:30~10:40 Break

10:40~11:40 5-1:Landmark Regulatory Meeting 2: End-of-Phase 2 (EOP2)
Sally Choe

11:40~12:10 Team Discussion

12:10~13:10 Lunch

13:10~13:40 Presentation

13:40~14:25 5-2: Case Review
Sally Choe

14:25~14:45 Break

14:45~15:30 6-1: Landmark Regulatory Meeting3
Sally Choe

15:30~16:15 6-2 : Streamline of Clinical Trials
Sang Mok Chung

16:15~16:30 Break

16:30~17:05 6-3 : CROs for Effective Clinical Development
PN

17.05~17:20 Q & A

@ M= 220|H IMIHMNE ZMSHA AAatst 38 AFR=2
(ndsymposium@naver.com)22 5510 FA|7| HIZLICE
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MEEEA 57 S22 27t 50-6 2tol2A YUY EtSHIX|LIAME 35
Tel : 02-2616-0927 Cell : 010-2729-6240 Fax : 02-704-0928

E-mail :hensmice@naver.com
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Tel : 02-361-3620 Cell : 010-8516-0357 E-mail : ychong@kddf.org



