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06:00 - 06:30 pm CEST 
12:00 12:30 pm EDT

eCTD 4.0 in action - #justanotherformat 
Anna Kispál & Maximilian Muth
LORENZ Life Sciences Group

06:35 - 07:05 pm CEST
12:35 - 01:05 pm EDT

Fostering Dynamic Submission Management (DSM): Innovation 
through Trusted Regulatory Spaces (TRS)
Omar Serang, DNAnexus, Inc. &  
Akira Yamaguchi, LORENZ Life Sciences Grop

07:10 - 07:40 pm CEST
01:10 - 01:40 pm EDT

AI-powered Regulatory Content Validation: Pilot results
Anna Kispál, LORENZ Life Sciences Group &
Rainer Schwarz, KlearDoc/LORENZ Life Sciences Group

07:45 - 08:15 pm CEST
01:45 - 02:15 pm EDT

What’s new in LORENZ RIM 25.1
Donna Manley & Mathias Spiller
LORENZ Life Sciences Group

08:20 - 08:50 pm CEST
02:20 - 02:50 pm EDT

Content preparation, conversion & enrichment: Benefits of  
using DocShifter with docuBridge
Paul Ireland
DocShifter

08:55 - 09:25 pm CEST
02:55 - 03:25 pm EDT

ICH initiatives: What are they and why they matter
Brooke Casselberry
Epista US

09:00 - 09:30 am CEST
03:00 - 03:30 am EDT

LORENZ Keynote
Raoul A. Lorenz & Patrick Kunkel
LORENZ Life Sciences Group

09:35 - 10:05 am CEST
03:35 - 04:05 am EDT

China eSubmission and eCTD Submission: Policy updates with 
far-reaching implications 
Sophia Huang
Beijing BrilliantMed Pharma Tech Co., Ltd.

10:10 - 10:40 am CEST
04:10 - 04:40 am EDT

Leveraging innovative trends in Regulatory Operations
Kosta Uzelac
Celegence

10:45 - 11:15 am CEST
04:45 - 05:15 am EDT

Navigating EMA’s IRIS dataverse
Karl-Heinz Loebel
PharmaLex GmbH

11:20 - 11:50 am CEST
05:20 - 05:50 am EDT

Data to Dashboard: Challenges and opportunities to set up KPI 
analytics
Susan Clarke
Merz Therapeutics

11:55 - 12:25 pm CEST
05:55 - 06:25 am EDT

Advancing Pharmaceutical Regulatory in Africa: Current progress 
and collaboration
Dr. Madelein Terblanche
VECTOR Life Sciences

April 8

April 9

April 8-9, 2025

Agenda


