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PROGRAMME

Delegates will be encouraged to ask questions 
throughout the day so as to ensure the 
meeting is as interactive as possible.
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OVERVIEW
The European Medicines Regulatory system is well 
developed and has achieved many successes in bringing 
medicinal products to the market to the benefit of patients 
and their health.

However it has been receiving criticism for not supporting 
true innovation enough, for being bureaucratic, and full of 
redundancies and inefficiencies, which impact timelines 
and development costs.

What of this is true, what is not? What could be improved 
and what needs to be changed?

This workshop, organised jointly by DIA and TOPRA, will 
address these important questions and bring an important 
contribution to the debate improving the regulation for the 
benefit of all stakeholders.

KEY TOPICS
 > The current Escher Project 

 > The four workshop groups
o Paediatrics 
o Conditional market approval 
o Mutual Recognition Procedure (MRP)/Decentralised  
   Procedure (DCP) 
o Pharmacovigilance

 > Feedback from the four workshops with recommendations 
for future action 



09:30 Registration and Coffee

10.30 Welcome from TOPRA
 Lynda Wight - Executive Director, TOPRA

10.35 Welcome from Chairman and background to the Escher Project 
initiated in 2008: 

 Andre Broekmans - Director of Escher, TI Pharma, the Netherlands

10.50  The current Escher Project: 
 Improving the EU system for marketing authorisation: Reviewing 

regulatory defi ciencies and ineffi ciencies:
 Jean Philippe de Jong  - Escher Project Leader, Exon Consultancy, the 

Netherlands

 Introduction by AESGP/EFPIA:
 Pär Tellner - Director, Team Leader, Regulatory Affairs at EFPIA 
 Christelle Anquez-Traxler – Regulatory and Scientifi c Affairs 

Manager at AESGP 

 The Four specifi c areas investigated:

11.00 1 - Paediatrics:
 The Results: 
 Jacoline Bouvy - Postdoctoral Researcher, Utrecht Institute for 

Pharmaceutical Sciences, Utrecht University, the Netherlands

 Refl ection from Industry: 
 Angelika Joos - EFPIA, Executive Director, Global Regulatory Policy , 

MSD (Europe) Inc, Belgium

 The Regulatory View:
 Zaide Frias - Head of Regulatory Affairs, EMA

 Questions from the fl oor

11.40 2 - Conditional market approval :
 The Results:
 Jarno Hoekman - Postdoctoral Researcher, Utrecht Institute for 

Pharmaceutical Sciences & Faculty of Geosciences, Utrecht University, 
the Netherlands

 Refl ection from Industry: 
 Sue Forda - Vice President, GRA International at Eli Lilly and 

Company, UK

 The Regulatory View:
 European Commission invited

 Questions from the fl oor
 
12:20 Lunch

13.20 3 - Mutual Recognition Procedure (MRP)/Decentralised Procedure 
(DCP): 

 The Results:
 Hans Ebbers - Postdoctoral Researcher, Utrecht Institute for 

Pharmaceutical Sciences, Utrecht University, the Netherlands

 Refl ection from Industry: 
 Christine Eising - Head R&D and Regulatory Affairs Europe, Novartis 

Consumer Health S.A., Switzerland

 The Regulatory View:
 Peter Bachmann - CMDh Chair, European and International Affairs, 

Federal Institute for Drugs and Medical Devices (BfArM), Germany

 Questions from the fl oor

14.00 4 - Pharmacovigilance:
 The Results: 
 Jacoline Bouvy - Postdoctoral Researcher, Utrecht Institute for 

Pharmaceutical Sciences, Utrecht University, the Netherlands

 Refl ection from Industry: 
 David Jefferys - EFPIA, Senior Vice President, Global Regulatory, 

Government Relations & Public Affairs and Product Safety, EMEA 
 and Russia, Eisai Europe Limited, UK

 The Regulatory View:
 Fergus Sweeney - Head of Inspections and Human Medicines 

Pharmacovigilance (Division), European Medicines Agency

 Questions from the fl oor
 
14.40 4 parallel workshops

  Workshop 1: 
 Paediatrics – moderated by Angelika Joos, EFPIA, Executive Director, 

Global Regulatory Policy , MSD (Europe) Inc, Belgium and assisted 
by Jarno Hoekman, Postdoctoral Researcher, Utrecht Institute for 
Pharmaceutical Sciences & Faculty of Geosciences, Utrecht University, 
the Netherlands

 Workshop 2: 
 Conditional Market Approval – moderated by Davina Stevenson, 

Associate Director, Liver Disease, International Regulatory Affairs, 
Gilead Sciences International Ltd, UK and assisted by Wouter Boon, 
Assistant Professor, Faculty of Geosciences, Utrecht University, the 
Netherlands 

 Workshop 3:
 Mutual Recognition Procedure (MRP)/Decentralised Procedure 

(DCP) – moderated by Peter Bachmann, CMDh Chair, European 
and International Affairs, Federal Institute for Drugs and Medical 
Devices (BfArM), Germany and assisted by Hans Ebbers, Postdoctoral 
Researcher, Utrecht Institute for Pharmaceutical Sciences, Utrecht 
University, the Netherlands

 Workshop 4:
 Pharmacovigilance– moderated by Susan Sandler, PAREXEL 

International Ltd, UK and assisted by Jacoline Bouvy, Postdoctoral 
Researcher, Utrecht Institute for Pharmaceutical Sciences, Utrecht 
University, the Netherlands

 Tea and coffee available during workshops
  
16.00 Feedback from the Four workshops with recommendations for 

future action
 
16:40 Review of the Day:
 • Andre Broekmans - Director of Escher, TI Pharma, the Netherlands

• Pär Tellner – Director, Team Leader, Regulatory Affairs at EFPIA 
 • Christelle Anquez-Traxler – Regulatory and Scientifi c Affairs

  Manager at AESGP
 • Member TOPRA/DIA project committee
 • Jytte Lyngvig - Senior Vice President and Managing Director, 
   DIA Europe, Middle East & Africa

17:00 Close of day
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A workshop to hear the results of the Escher report 
 «Improving the EU system for marketing authorisation; 
 Learning from regulatory practice»
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