CERTAINTY

GREATER CERTAINTY IN DRUG DEVELOPMENT
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/ . How PBPK help accelerate your drug development — Case studies
\ ' Noriko Okudaira PhD, Sr. PBPK Consultant, Certara

QSP: Case Studies in Drug Development (Session Title TBC)
John M. Burke, PhD, VP, Global Head of ABM Scientific Affairs, Certara

FDA expectations for drug development to support IND and NDA/BLA
Geoff Fatzinger, VP, Regulatory Strategy, Certara

Moving from Hype to Reality in Pharmaceutical Al Applications
Sean McGee, Director of Product, Al, Certara

FDA project Optimus and MIDD Case Studies: Road to Approval and Beyond
Mayumi Hasegawa PhD, Sr. Director, Drug Development Solutions, Certara

Clinical Pharmacology Considerations to Support New Drug Development
Minh Vo PhD, Director, Clinical Pharmacology, Certara

Forms, Data, Docs:
How Certara Cloud Optimizes Trials Towards Submission Readiness
Philip Johnston, VP of Product, Certara

The Era of Generative Al: Revolutionizing the Regulatory writing
Heeyoung Kim, Manager of Solution Consultant, APAC, Certara
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SCHEDULE
TIME SESSION
8:40 Reception open
9:00 Opening & Greeting
9:05 Intro — Certara for accelerating medicines together
Biosimulation at scale: Industrializing quantitative
9:20 systems pharmacology to guide drug-development
decision making
9: 50 FDA expectations for drug development to support
’ IND and NDA/BLA
10: 20 Coffee Break
. Moving from Hype to Reality in Pharmaceutical
10 : 40 L
Al Applications
. in vitro ADME &2} PBPK model informed
11:10
drug development
. How PBPK modeling help accelerate
11 :40 .
your drug development — Case studies
1210 Lunch Break
1310 Forms, Data, Docs: How Certara Cloud Optimizes
) Trials Towards Submission Readiness
1335 The Era of Generative Al:
’ Revolutionizing the Regulatory writing
13 : 50 Regulatory consideration for viral safety management
’ throughout the lifecycle of biological and CGT products
14 :20 Coffee Break
14 : 35 Case study of Quantitative Medicine in drug approval
15 * 05 FDA project Optimus and MIDD Case Studies:
’ Road to Approval and Beyond
15: 35 Coffee Break
15:50  CMC=o[%E
. Clinical Pharmacology Considerations to Support
16 . 20
New Drug Development
16 : 50 Closing
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