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MDR Expectations
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1. Better protection of public 
health and patient safety

• Strict pre-market control of 
high-risk devices with 
involvement of experts

• Inclusion of certain aesthetic 
devices

• Reinforced designation and 
oversight of Notified Bodies

• Reinforced rules on clinical 
evaluation and clinical 
investigation

• Strict rules for substance-based 
devices

• Strict rules for use of hazardous 
substances

• Introduction of UDI

2. Legal certainty and 
innovation-friendly 
environment

• Use of ‘regulation’ as a 
regulatory tool

• Clarification of scope for 
both MD and IVDs

• Stronger role for the 
Commission on the 
regulatory status of 
products

• Clarification of regime 
applicable to devices 
manufactured and used in 
the same healthcare 
institution

• Clarification of 
responsibilities of 
economic operators

• New rules for software / 
apps

3. More transparency and 
patient empowerment

• Establishment of EU database 
on medical devices (EUDAMED) 
with a large part to be made 
publicly available

• Introduction of an implant card 
to be provided to patients

• Summary of safety and 
performance for all Class III and 
implantable devices available in 
EUDAMED

• New obligations for 
manufacturers and authorised 
representatives aimed at 
protecting consumers / 
patients

4. More European approach

• Registration of devices and 
economic operators at the 
EU level

• Improved coordination 
between Member States 
in the fields of vigilance 
and market surveillance

• Confirmation and 
strengthening of the EU 
joint assessment 
procedure for notified 
bodies

• Introduction of a 
coordinated assessment of 
clinical investigations 
conducted in more than 
one Member State



MDR Expectations

Inclusion of products with no 
medical purpose
3rd party review of reusable 
surgical instruments, custom 
made implants …
Upclassification of meshes, 
IVF media, spinal implants, 
joint replacements, software 
…
Pre-market control with 
expert panels

EUDAMED

UDI

Implant Card

Incident reporting <15 days

PSUR / SSCP
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UKCA

EU/2023/607 Transition

Proposal 2024 Transition
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Maintain designation to Directives

IVDR

2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

2013/920/EU

ISO 9001:2015

2013/473/EU

ISO 13485:2016

CMDCAS  MDSAP

MDR

2023 2024

BREXIT

2012 2025 2026

CH

CoVid

+1

2027

ISO 13485:202x

Medical Devices – Global Changes
2028 2029
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EU/2023/607 Transition

Proposal 2024 TransitionIVDR

2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

MDR

2027 2028

AI Regulation

2029 2030

EHDS

CoVid

2031

Machinery Regulation

Medical Devices – EU Changes
2032 2033 2034

Pharmaecutical Legislation

Battery Regulation

Health Technology Assessment

Network & 
Information Security

Corporate Sustainability Reporting
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REACh – Registration Evaluation, Authorisation and Restriction of Chemicals – DEHP, PFAS, Microplastics, EtO …



Transparency – Applications and Certificates

16https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en 
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~22%
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Good 
Progress

14 – 19 – 24 – 
38 NBs

Fully focused 
on MDR after 

2021

https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
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MDR – Completeness Check

Apr 2022 Oct 2022 Mar 2023

58% of NBs 
said <50% of 
applications 

were 
complete

69% of NBs 
said <50% of 
applications 

were 
complete

87% of NBs 
said <50% of 
applications 

were 
complete
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MDR – Completeness Check

Oct 2023

• In general we think these data 
show that manufacturers still 
need help

• Notified Bodies working on 
more consensus documents

• EU 2023/607 took considerable 
effort to ‘appropriate 
surveillance of expired 
certificates’ + some from other 
Notified Bodies + confirmation 
letters

74% of NBs 
said <50% of 
applications 

were 
complete
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Predictability – Time to Certification

Apr 2022 Oct 2022 Mar 2023

33% of 
applications 
complete in 
12 months

54% of Class 
IIa & IIb  

applications 
complete in 
12 months

0% of Class III 
and IIb 

implants 
(non-WET) 

applications 
complete in 
12 months

63% of Class 
IIa & IIb  

applications 
complete in 
12 months

24% of Class 
III and IIb 
implants 

(non-WET) 
applications 
complete in 
12 months
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Predictability – Time to Certification
Oct 2023

59% of Class 
IIa & IIb  

applications 
complete in 
12 months

23% of Class 
III and IIb 
implants 

(non-WET) 
applications 
complete in 
12 months

• In general, we think these data 
show 

• NBs gaining experience in 
conducting conformity assessment

• increase in confidence 

• resulting in decreasing timelines



Questions & Answers
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Suzanne.Halliday@bsigroup.com 

mailto:Suzanne.Halliday@bsigroup.com
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