
 

 
 

 

 

 

 

 

 

 

Program 

 

08.30 - 09.00  Registration and breakfast 

09.00 - 09.10   Welcome by Medicoindustrien 

09.10 - 09.25  Presentation and introduction 

09.25 - 10.10   Regulatory requirements - MDR/ISO 

10.10 - 10.30  Coffee break 

10.30 - 11.00   Test strategy for chemical characterisation – ISO 10993-18 

11.00 - 11.50   How to perform chemical characterization – ISO 10993-18 

11.50 - 12.00  Questions /discussions 

12.00 - 13.00   Lunch 

13.00 - 13.40   Short introduction to toxicology 

13.40 - 14.20  Introduction of ISO framework for safety assessment of medical devices 

14.20 - 14.40   Coffee break 

14.40 - 15.20   Safety assessment of the extracted chemicals, new ISO standard 

15.20 - 15.40  How to collect relevant toxicological data for safety assessment 

15.40 - 15.50  Questions/discussion 

15.50 - 16.00   Wrap up and conclusions 

Introduction to Chemical Compliance for 

Medical Devices  

 


