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Pre-Conference Workshop: Technical Documentation Assessment of MDSW-a Notified Body Perspective
Room: Room 3B, ground floor

Workshop Leader:  Marta Carnielli – Head of certification IVD, Notified Body, TUV SUD
Presenter:  Marco Caproni – Global Director Software Product Assessment, TÜV SÜD
Presenter:  Gaëlle Bisch, PhD – Product Assessor, GMED, France
Presenter:  Thomas Doerge – Global Head Active Implantable Medical Devices and SaMD, BSI Group

	8:00 – 8:30
	Registration & Welcome Coffee


	8:30 – 10:30
	Workshop Opening & Introduction
·  Quick overview of MDSW and AI in healthcare
· EU Regulatory Landscape for MDSW: 
· High level overview of MDR (EU 2017/745) and IVDR (EU 2017/746)
· Classification of MDSW (MD and IVD)
· The role of harmonized standards : ISO 13485, ISO 14971, IEC 62304, IEC 82304-1
Speakers: Gaelle Bisch (GMED), Thomas Doerge (BSI) and Marco Caproni (TUV Sud)

	10:30 - 11:00
	Workshop Refreshment Break


	11:00 – 13:00


	Structure of the Technical Documentation for MDSW:
· Device description & intended purpose
· Software lifecycle documentation
· Risk management and usability
· Clinical evaluation and performance data

Specific considerations for AI-based systems
· Dataset documentation
· Algorithm transparency
· Change control and versioning
· Cybersecurity
Speakers: Thomas Doerge (BSI),  Gaelle Bisch (GMED) and Marco Caproni (TUV Sud)

	13:00 – 14:00
	Workshop Lunch

	14:00 – 16:00 
	Post-market surveillance documentation
NB expectations and Common Pitfalls
· Frequent NB findings during conformity assessments
Example of case studies
· MD
· IVD
Review of the Day, last questions, Feedback and suggestions
Speakers:  Gaelle Bisch (GMED), Thomas Doerge (BSI) and Marco Caproni (TUV Sud)

	16:00
	Adjourn

	16:00 – 16:20
	Coffee Break 
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