CERTAINTY

GREATER CERTAINTY IN DRUG DEVELOPMENT
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10:15 - 10:40
Case Study on FDA Regulatory Strategies for Biotechnology Startups
953G, PM, XY, ®FREE

12:00 - 12:25
The Role of Clinical Pharmacology in New Drug Development
O[Ot , PhD, T2 , &lfefe], o dH0| 0] |2

14:20 - 14:45

~ =1 PBPK Case Studies: Accurate FIH Predictions for Small Molecules
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9:45 - 10:15
FDA Regulatory Strategy: Do, Don’ts and Insight
Oxana Iliach, PhD, Senior Director, Regulatory Strategy, Certara
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10:40 - 11:10 / 16:15 - 16:45

Designing a High-Value Drug Development Program: From Concept to
First-in-Human / Commercial Considerations for Early Development - Setting
the Destination

Tong Zhu, PhD, VP, Global Head, Clinical Pharmacology & Translational Medicine Certara
Drug Development Solutions

11:30 - 12:00

Translating QSP from Discovery to the Clinic: Applications, Regulatory Impact,
and a Sneak Peek at Certara IQ

Joshua Apgar, PhD, Vice President, Head of QSP, Certara

12: 25 - 12:45
Ready for Al? Preparing for the Next Era of Drug Development
Jiwon Hur, MD, AI APAC Solutions Consultant, Certara

12:45 - 13:00 / 15:55 - 16:15
The Certara Platform: Advanced Technology to Increase Certainty in Drug Discovery

and Development / Mind the Gap: Strategic Approaches for Phase 1 Success
Heeyoung Kim, Director, APAC Solutions Consultant team, Certara

14:45 - 15:15
PBPK Models — Novel Case Studies and The Latest Trends
Noriko Okudaira, PhD, Senior PBPK Consultant, Certara

15:35 - 15:55
From Target to IND: How Early Mechanistic Modeling Drives Strategic Decision
Making

Katie Williams, PhD, Senior Director, Global Portfolio Leader, Certara
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SCHEDULE
TIME SESSION
9:00 Reception open
9:30 Opening & Introduction
9:45 FDA Regulatory Strategy: Do, Don'ts and Insight
. Case Study on FDA Regulatory Strategies for Biotechnology
10:15
Startups
. Designing a High-Value Drug Development Program: From
10:40 L2
Concept to First-in-Human
11:10 Coffee break
1130 Translating QSP from Discovery to the Clinic: Applications,
’ Regulatory Impact, and a Sneak Peek at Certara IQ
12:00 The Role of Clinical Pharmacology in New Drug Development
12:25 Ready for AI? Preparing for Next Era of Drug Development
12 - 45 The Certara Platform: Advanced Technology to Increase
’ Certainty in Drug Discovery and Development
13:00 Lunch & Demo booth
) PBPK Case Studies: Accurate FIH Predictions for Small
14:20
Molecules
14 : 45 PBPK Models - Novel Case Studies and The Latest Trends
15:15 Coffee break
. From Target to IND: How Early Mechanistic Modeling Drives
15:35 : . .
Strategic Decision Making
15:55 Mind the Gap: Strategic Approaches for Phase 1 Success
. Commercial Considerations for Early Development — Setting
16:15 L
the Destination
16: 45 Closing & Group Photo
16:50 Event ends
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Junyong Lee
Country Commercial Director, Certara Korea

Oxana Iliach, PhD
Senior Director, Regulatory Strategy, Certara

Jinyoung Park, PM
Deputy Director, CURACLE Co., Ltd.

Tong Zhu, PhD
Vice President, CPTM, Certara

Joshua Apgar, PhD
Vice President, Head of QSP, Certara

HyunA Lee, PhD
Sr. Manager, Clinical Pharmacology,
Samsung Bioepis

Jiwon Hur, MD
Al Solutions Consultant, APAC, Certara

Heeyoung Kim
Director, Solutions Consultant, APAC, Certara

Jong Cheol Shon, PhD
New Drug PK Part Leader, Daewong
Pharmaceuticals

Noriko Okudaira, PhD
Senior PBPK Consultant, Certara

Katie Williams, PhD
Senior Director, GPL, Certara

Heeyoung Kim
Director, Solutions Consultant, APAC, Certara

Tong Zhu, PhD
Vice President, CPTM, Certara

Roger Williams
Vice President, Asia Pacificc Commercial, Certara
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