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Outline

Strategic Planning (Part A):

The EU regulatory landscape and be-
yond

[ Dr. Hasnaa Fatehi]

Overview of the EU-MDR and be-
yond

Impact of EU-MDR to the QMS
Impact of EU-MDR to OEMs

Overview of global Medical Device

requirements

Strategic Planning (Part B):

Regulatory Affairs Planning and Case
Study

[ Dr. Jonathan Hughes]

Global regulatory strategy develop-
ment

Interaction with regulatory authori-
ties

Case study

EU Regulation of Electrical, Elec-
tronic, and Software Medical Devices

[ Mr. Koen Cobbaert]

Design and development of medical
device software and its common

challenges

m Software Development Models

m Design Activities

m Software Development Standards

m Outsourcing (Management of soft-
ware suppliers, Critical suppliers,
Software platforms and plugins, Use
of open source software, Legacy
software, etc.)

Clinical Evaluation and Investigations
under the EU-MDR

[ Dr. John Wilkinson]

[ Dr. Zuzanna Kwade]

Keynote about the practical chal-
lenges for authorities supervising
clinical evaluations and clinical data

Transitioning from MDD to MDR -

impact to clinical evaluation?

Clinical evaluation for marketed/leg-

acy devices
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® Clinical investigation requirements
under the EU-MDR

@® Clinical considerations for Medical

Device Software

@® Lessons learnt (so far) under the EU-
MDR

* RIERE
BRI XA S TOPRA — B siRAe

fr BB LE - B0 EiE&nERES
mZEREATREAR LBUSEER

@110 % 11 A 11 H(#) 15:00-18:00 ( £ 3 /M\iF )

[Ex—] BREBBMEERMETREAHRBRENER

The EU regulatory landscape and Regulatory Affairs Planning & Case Study
@110 F 11 A 19 H(F)15:00-17:30 ( £ 2.5 /M\EF )

(B ] BRBEREFHEMEEMER
EU Regulation of Electrical, Electronic, and Software Medical Devices
@110 F 11 A 26 H(F) 15:00-18:00 ( # 3 /MFF )

(=] MIRERREERVER T 2RI G ERE

Clinical Evaluation and Investigations under the EU-MDR
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