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Reg 8:50-9:30 Welcome and Registration
: NEE o
Opening 9:30-9:40 @ Opening Remarks & Keynote Presentation NIFDS
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2210 HETISS B FH S sl Eree
Ahn Bio
9:40-10:00 Facilitating the Development and Availability of Dr. Peter Marks
' ' COVID-19 Vaccines FDA
) ) Efforts to Facilitate the Development of Dr. John Farley
S1 10:00-10:20 Anti-SARS-CoV-2 Monoclonal Antibodies FDA
Assessment, Authorization and Monitoring of Thomas Larsson
10:20-11:00 EU COVID-19 Vaccines in the Context of a
: EMA
Pandemic
_ n CISHA 2HFHOIM EAL BL X =2 H| I RA dxs A
11:00-11:40 D AFE NIFDS
Lunch 11:40-13:00
=tEh MX| QY apE
2L A2 X2 M 7Hgr ?:I] (Ers) SAE o
A2LH9 NACISE 2B XEH Y b
De Anda, Carisa
13:00-13:40 Development strategy of Molnupiravir Stadlman
S2 MSD
. . A case study : 27| 2LtF (A THH| R dols= B
13:40-14:20 A e 3| AE 2 ME2|2
poreqq RELN9 XEF JH22 flg AMAE ZEE  PXE 2%
14:20-15:00 £3 =9 tip oldo|z 9
Break 15:00-15:20
azZLho NATHSE 1% WA WY B HIE) T
NIFDS
15:20-16:00 BNT162b2 COVID-19 Vaccine-From Hope to James Baber
' : Reality in 9 Months pfizer HAXt
S3
, ] Development of Next Generation mRNA Gt B
16:00-16:40 515219 Vaccine THEFE[A
s s Hes me
16:40-17:20 RELI19 Al AMAIHAl DefArg TrforArE 2l
Closing d43] g
17:20~17:30
Remarks NIFDS
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Keynote 2  9:30-9:40  Access to Innovative Medicines in Korea I_NIFD
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Break 11:00~11:20
oloHE TN JH4StE A mEN WIwY S Tk e
NIFDS
Statistical Considerations in Safety Evaluation Dr. Jessica Kim*
S5 :20-12: : :
11:20-12:00 During the Life Cycle of A Drug product. FDA
_ Use of Real-World Data and Real-World O|F¢ HfA
12:00-12:40 : :
Evidence in Drug Development and Approvals FDA
Lunch 12:40-14:00
N _ =1Eh Z438|A apxt
S Al O|OFE Jjjut &Ee) |26 drs
|—|E HE NIEDS
: . ) .
S6 14:00-14:40 CMC Considerations for Accelerated Jun-Tae Park
Development of Advanced Therapy Products ILIAS
. : : : i N
14:40-15:20 Clinical Trials for Expedited Review and Hae Young. Ahn
development programs Ahn Bio
Closing xEF o
15:20~15:30
Remarks NIFDS
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