INFO DAY Challenges of Commercialising Regulated Medical Devices
21 May 2015 | Paris, FR | Hilton Paris La Defense
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AGENDA
08:30 Registration 13:30 The Value Of Ecosystem Partnerships For Medical
Breakfast networking w Coffee, Tea & Pastries Customers. Accelerate the Next Wave of Your Medical
Device Development
Philippe Mattelaer, Key Account Manager
Advantech Digital Healthcare
+
Introduction of Sitre
Bjorn Strassner. Regional Sales Manager
QNX Software Systems
09:30 Welcome Address 14:20 French & European Medical Device Regulation And
Their Impact To Medical Device Manufacturing
Bjorn Strassner, Regional Sales Manager Industry
QNX Software Systems
Florence Collé, Regulatory Affairs Manager
SNITEM (Syndicat National de I'Industrie des
Technologies Médicales)
09:40 Simplifying Software Integration and 15:10 Medical Devices Regulation (IEC62304 & FDA) &
Certification for Connected Medical Devices Product Testing
Chris Ault, Senior Product Manager Malika Moukaideche, Ingénieur Commercial Marché
QNX Software Systems Santé / Nabil Riahi, Ingénieur Commercial Marché
Santé
LNE G-MED (Laboratoire national de métrologie et
d'essais)
10:30 Ensuring Medical Device Safety and 16:00 Coffee Break
Effectiveness under IEC 62304
Hallway Networking Area
Micaél Martins, Sales Engineer - Quality Methods &
Software Tools
ISIT & LDRA
11:20 Coffee Break 16:15 Panel Discussion

Hallway Networking
Area

Topic: Challenges of Commercialising Regulated
Medical Devices
Moderator: Steve Dean, QNX, Global Medical Lead

Panelists

e SNITEM - Florence Collé, Regulatory
Affairs Manager

e SORIN CRM (Cardiac Rhythm
Management) - Renzo Dal Molin, Director
of Scientific and Technical Coordination

e Bureau Veritas - Franck Sadmi, Expert
Engineer, Functional Safety (Ingénieur
Spécialiste, Siireté de Fonctionnement)

e Freescale Semiconductor - Sylvain Gardet,
Microcontroller Group, Director, EMEA

e infoteam Software AG - Birgit Stehlik,
Business Segment Manager - Medical
Devices



11:40

Product Development Between Agility And
Classic Project Management. Best Practice In
Medical Engineering - a Case Study

Birgit Stehlik, infoteam Software AG,
Business Segment Manager - Medical Devices

17:30

End of Info Day

12:30

Complimentary Lunch

Banquet Room




