
 
  



 
 

 

Agenda 
 

14.00-14.30 Welcome & Overview BioMed Alliance recommendations

o Origins and objectives for European regulations & BioMed Alliance 
recommendations for reform of the regulatory system  | Alan Fraser

14.30-15.15 Need to improve transparency & strengthen the clinical 
evaluation of devices

Chair: Alan Fraser
o Introductory case study based on CORE-MD by Per Kjaersgaard Andersen
o Roundtable discussion on key issues and solutions with all participants 

including MedTech Europe, EPF, COCIR, TEAM-NB, and the Permanent 
Representation of Germany.

15.15-16.00 Complexity around use of In-house devices - maintenance 
and protection of IVDs

Chair: Elizabeth Macintyre
o Introductory case study on in-house devices by Michael Neumaier
o Roundtable discussion on key issues and solutions with all participants

16.00-16.30 Coffee break

16.30-17.45 Mitigating shortages of life-saving devices & innovation 
leaving Europe

Chair: Tom Melvin
o Introductory case study on orphan devices by Thomas Krasemann (AEPC)
o Introductory case study issues with orphan IVDs and tests disappearing by Els 

Dequeker (ESHG)
o Roundtable discussion on key issues and solutions with all participants

17.45-18.00 Conclusion

• Conclusion & next steps | Tom Melvin

18.00-19.15 Networking Cocktail


