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AGENDA

Time Title Speaker

13:00 - 13:10(’10) Welcome

Session 1 Investigational New Drugs (IND) : Investigators, Sponsors and Regulatory Bodies

1A 1240 (° Reviewing IND/Protocol Application : US FDA
13:10 - 13:40 ('30) Principles and Practice Geoffrey Kim, M.D.
OlAl. X
EAI ol-—é 13:40-14:00('20)  IND Application : Korea vs Outside Korea or0|2f= FZIOt OfAL
o
. {7 A Translational Investigator’s Checklist
: 14:00 - 14:20 ('20) 1atli MESOMHES UTE Wy
20153 78 9¢ (=) 13:00 - 17:45 for IND Application ’
M=0 FATEH 2] =1t 6% W PA= ‘ 14:20-14:40('20)  Panel Discussion
14:40 - 14:50 ('10)  Break
Session 2 Proof of Concept (PoC) Trials : Emerging Issues
y N =1
& AI‘ I—-IO = Clinical Trial Endpoints for Patient Phase 1 : A O|OHEOLRIA]
- 14:50 - 15:10 ('20) Maximum Tolerated Dose vs R
Pharmacodynamic Endpoint (Safety vs Efficacy) seme=e
A [ME SHO[X| 2221 4 . »

15:10 - 15:40 ("30) Strategies for Early Clinical Development US FDA
http://ctc.amc.seoul.kr ’ ' and Meetings FDA Offers Tamy Kim, Pharm.D.
21190] 100 O 100 (7 New Challenges in Site Selection P

6 12¢e 2LAUTK| 15:40-16:00 (20) g et Management LHIE|A ZIeZ Atm
PSPNESE [H
A% 3003 16:00 - 16:20 ('20) Practical Problems and Reasonable Solutions in TEtEX
(MAESZE02 X7 |02 = 2 QISLCE) ' ' Performing Patient Phase 1 Trial Wendy Bilham, Sr. Director
*ZANEHOZ XY 16:20 - 16:40 ('20)  Panel Discussion
16:40 - 16:50 (’10) Break
Session 3 Issues after Investigational New Drugs (IND) Approval
2| X
- . Setting-up Internal Audit within o o o A
. 16:50 -17:05(15) 3 Academic Medical Center AZ0MISE BdE uT
AL X A FH|AER= . iy Investigational Drug Services : - of &
17:05-17:20 ('15) What Non-Pharmacists Should Know AE0rIEE S80S
MNHSE 5 0l=H|
‘YA _ 17-2C [ Drug Supply for Investigational Drugs Fisher Clinical Services
17:20 - 17:35 (’15) 210 oA}

\ 070-7006-0106 from Outside of Korea
P amcctc@bnscom.com 17:35-17:45('10)  Closing Remark
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G SAFETY EVALUATION
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