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Benefits of biosimulation in drug development

 The impact on regulatory approval

Thursday March 11, 2010 from 09:00 – 17:00 hours
Medical Products Agency, Sweden

&

Danish Medicines Agency

Meeting location:      

Belfragesalen, BMC D15,



Klinikgatan 32, 

Medicinska Fakulteten



Lund University,



22100 Lund, Sweden

Program
09:00-09:30
Registration & Networking coffee
Please reserve a few minutes for questions at the end of each talk
Morning session

Time perspective from a regulatory view– when will the EU accept modeling in the drug approval procedures
Moderator: 
Siv Jönsson, Pharmacokinetic assessor, Medical Products Agency, Sweden

09:30-09:40
Opening by a representative from Lund University

09:40-10:00
Jytte Lyngvig CEO, Danish Medicines Agency: Use of modeling in the drug approval procedures in Denmark

10:00-10:25
Siv Jonsson and Anja Henningsson, Medical Products Agency, Sweden: Approaches towards implementing modeling in drug approval procedures
10:25- 10:50
Gérard Pons, EMA: How far and what is the time perspective for EU in

 using modeling in the drug approval procedures
Application of modeling from an academic perspective
10:50-11:15
Amin Rostami, Manchester University: Systems Pharmacology and

the use of modeling 
11:15-11:40
Erik Renström, Lund University: Pharmacogenetics in type 2-diabetes
11:40-12:05
Julian Modolo and Julian Campagnaud, University of Bordeaux: Model-driven treatment of neurological disorders: reshaping brain rhythms with neuromodulation

12:05-13:15
Lunch & Networking
Afternoon session: Future perspectives, a view from industry 

Moderator: 
Steffen Thirstrup, Institute of Rational Pharmacotherapy, Denmark 
13:15-13:30
Bente Steffensen, Copenhagen University: Modeling interaction on intestinal membrane transporters 
13:30-13:45
Lars Erichsen, Ferring: Title to be confirmed
13:45-14:00
Joachim Grevel, AstraZeneca: Model-finding replaces dose-finding, model-based drug development at AstraZeneca
14:00-14:20
Helle Birgitte Mengel, Lundbeck: Strategies for use of various biosimulation tools and approaches in early drug development

14:20-14:40     Steen Hvass Ingwersen, Novo Nordisk: Regulatory use of modeling &

 simulation at Novo Nordisk
14:40-15:05
Colin Pillai, Novartis: The use of modeling and simulation in the pharmaceutical industry
15:00-15:30
Networking Coffee

15:30-16:00
Jogarao Gobburu, FDA: The use of modeling in drug approval in FDA and the task of obtaining regulatory modeling skills – by video conference
Future perspectives, a global view (looking outside Europe) where do we go from here?

Panel discussion on the topics presented and discussed during the workshop
Moderator: 
Steffen Thirstrup 
16:00-16:10
When will the EU be ready to accept modeling and simulation in the 

regulatory field (by the moderator)
16:10-16:50
Panel discussion 

Jytte Lyngvig, Bertil Jonsson, Colin Pillai, Gérard Pons, Erik Mosekilde, Jogarao Gobburu, Christoffer Tornøe, Steffen Thirstrup and Amin Rostami-Hodjegan 
16:50-17:00
Per Helboe and Erik Mosekilde: Closing of Meeting
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