
08.30	 Registration and coffee/tea and sandwich

	 Chairman: Morten Mevaag, Roche,  Norway

09.00	 Opening 
	 Inge Johansen, The Association of the Pharmaceutical  
	 Industry in Norway

	 DHCP and RMP materials in the Nordics 
09.05	 How the industry experience the differences  
	 between the countries 
	 Jukka Pesonen, Orion, Finland

09.20	 Distribution of safety material in the Nordic countries 
	 Ane Simensen, Norwegian Medicines Agency  
	 Hanna Wootz, Swedish Medical Products Agency 
	 Mai Frederiksen Raun, Danish Medicines Agency  
	 Maija Kaukonen, Finish Medicines Agency 
	 Panel discussion:  
	 Moderator: Jukka Pesonen, Orion, Finland

10.40	 Update on pharmacovigilance issues at the EU-level 
	 Magnus Ysander, AstraZeneca R&D, Sweden

11.10	 Coffee/tea

11.45	 Are we creating value in the way we measure effective-  
	 ness? Current state and possible enhancements 
	 Roger Mutter, F. Hoffmann-La Roche Ltd

	 Adverse Event reporting 
12.30	 SEBRA project 
	 Topi Laajoki, Swedish Medical Products Agency

12.50	 Lunch

14.00	 Electronic reporting system for healthcare  
	 professionals in Norway – Reporting of product  
	 related events into one system 
	 Ane Simensen, Norwegian Medicines Agency

14.20	 GDPR in pharmacovigilance 
	 Cecilia Næssan, Pfizer

14.50	 Medical Devices vigilance and Post Marketing  
	 Surveillance – The Norwegian hip registry 
	 Ove Furnes, Haukeland University Hospital, Norway

15.20	 Coffee/tea

15.55	 A pharmacovigilance inspection, what does it  imply 
	 Helena Tidlund, Swedish Medical Products Agency

16.55-	 Closing 
17.00

  
.
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