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Time CEST September 15, 2020

02:00 - 02:30 pm LORENZ Keynote
Raoul-A. Lorenz, 
LORENZ Life Sciences Group

02:35 - 03:05 pm The Path to a High Performance RIM Capability and Operation
Steve Gens,
Gens Associates

03:10 - 03:40 pm Registration of Medicinal 
Products in Russia under 
Pandemic Conditions
Dr. Edelgard Rehak,
RM Beteiligung GmbH

Update on Chinese eCTD
Sophia Huang,
Bayer Healthcare Company  
Limited

Onboarding Your Virtual  
Colleague
Katharina Schmitz, 
LORENZ Life Sciences Group

03:40 - 03:50 pm Break 10 minutes

03:50 - 04:20 pm Electronic Submissions  
Moving Towards Global  
Aspects
Dr. Marjan Dzeparoski,
Bionika Pharmaceuticals

A Brief Journey to the Global 
eCTD World
Karl-Heinz Loebel,
PharmaLex GmbH

Innovative Approaches in  
Modern Rendering. Reduce 
Risk, Time and Effort to  
Ensure HA Compliance
Geert Van Peteghem, 
DocShifter

04:25 - 04:55 pm Building a Next Gen Regulatory Intelligence Using NLP
Susant Mallick,  
Amazon Web Services

05:00 - 05:30 pm AI in Pharma Business
Dr. Andreas Franken,
Bundesverband der Arzneimittel-Hersteller e.V. BAH

05:30 pm End of Conference Day 1

Agenda September 15-16, 2020

Time CEST September 16, 2020

02:00 - 02:30 pm A Vision for the Future: Full Exception-based Quality Processes 
Klavs Esbjerg,
Epista Life Science

02:35 - 03:05 pm The Use of Structered Data in a Dossier
Remco Munnik, 
Iperion Life Sciences

03:10 - 03:40 pm How are Guidelines  
Interpreted by You?
Theo van der Zee,
Mylan Healthcare B.V.

Whats New in LORENZ  
drugTrack 20.2?
Markus Pfahlert,
LORENZ Life Sciences Group

Regulatory MA Pathways in  
the EU
Dr. Michael Jandke,
Miltenyi Biomedicine GmbH

03:40 - 03:50 pm Break 10 minutes

03:50 - 04:20 pm IDMP Awareness
Magdalena Kosłowska- Krupa,
Accenture

Whats New in LORENZ  
docuBridge 20.2?
Chithra Muthukrishnan, 
LORENZ Life Sciences Group

Digitalization and  
Intelligence in Regulatory  
Affairs Systems
Don Lebitsa,
Adcock Ingram Limited

04:25 - 04:55 pm Health Canada Updates
Joseph Mikhael,
Health Canada

05:00 - 05:30 pm Implementation Guides for eCTD v4.0 - The New Draft from Swissmedic
Dr. med. Klaus Menges,
Senior Regulatory Affairs Expert

05:30 pm End of Conference Day 2

Please note that LORENZ reserves the right to modify the agenda and/or list of speakers. 


