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Disclaimer

This presentation is based on information available as of today and \

prepared to my best knowledge as subject matter experts. . ))
& é?

This presentation presents personal understanding of the medical device —

requirements in Europe and might not reflect the view of all Notified Bodies!
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UK Medical Devices Regulations
Current requirements

The Medical Devices Regulations 2002 Amended by EU Exit Legislation Schedule 2A

(S1 2002 No 618, as amended)(UK MDR 2002)

Great Part Il: general medical MDD

Britain 93/42/EEC ce@’e. .. P
o EUé\lo%t;lﬂed Approved o CE Marking Marking
Part I1l: active AIMDD Y = °0c0° (UKCA)
implantable medical 90/385/EEC °e °e
U K devices
C n Part IV: in-vitro VDD .6 ‘e
diagnostic medical o ©® .
devices 98/79/EC EU Harmonised ) Desigﬁated EU Authorised .)
Standards Standards o Representative
o ® P ..

Northern EU MDR & IVDR apply
Ireland
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https://www.legislation.gov.uk/uksi/2002/618/contents/made
https://www.legislation.gov.uk/uksi/2002/618/schedule/2A

TUV SUD BABT Approved Body for Medical Devices
Status

UK MDR 2002 Part IV:

In-vitro Diagnostic Medical
Devices

UK MDR 2002 Part Il:
General Medical Devices

UKAS Accreditation

POLICIES

SRR
e =
AR AT 7 A5 2 -
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» Accredited to ISO « Designated for Part Il of « Designated for Part |lI

17021-1 for delivery of UK MDR 2002 of UK MDR 2002 in - Designation application

ISO 13485 conformity « General Medical progress for Part IV UK MDR

assessment Devices - Non active « Active Implantable 2002 (IVD) in progress
* Full scope accreditation medical devices and Medical Devices « IVD designation
« TUV SUD BABT UKAS active, non-implantable « TUV SUD BABT Active anticipated in 2025

Accreditation Scope medical devices Implantable Medical

* TUV SUD BABT Device Designation
Medical Device Scope

Designation Scope
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https://www.ukas.com/wp-content/uploads/schedule_uploads/984531/0172Management-Systems.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/984531/0172Management-Systems.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1178444/TUV_SUD_BABT_Unlimited_Medical_Devices_Scope.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1178444/TUV_SUD_BABT_Unlimited_Medical_Devices_Scope.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1178444/TUV_SUD_BABT_Unlimited_Medical_Devices_Scope.pdf
https://assets.publishing.service.gov.uk/media/65b7843bc5aacc0013a6842a/AB_TUV_SUD_Active_Implantable_Medical_Devices_Scope_Dec_23_updated.pdf
https://assets.publishing.service.gov.uk/media/65b7843bc5aacc0013a6842a/AB_TUV_SUD_Active_Implantable_Medical_Devices_Scope_Dec_23_updated.pdf
https://assets.publishing.service.gov.uk/media/65b7843bc5aacc0013a6842a/AB_TUV_SUD_Active_Implantable_Medical_Devices_Scope_Dec_23_updated.pdf

What are the current legislative
requirements for medical devices
in UK?

UK The Medical Devices Reqgulations 2002
CA (S12002 No 618, as amended)(UK MDR 2002)

The Medical Devices (Amendment) (Great
Britain) Requlations 2023

The Medical Devices (Post-market Surveillance
Requirements) (Amendment) (Great Britain)
Requlations 2024

MHRA Medical Devices Reqgulatory Reform
( Roadmap.pdf
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https://www.legislation.gov.uk/uksi/2002/618/contents/made
https://www.legislation.gov.uk/uksi/2023/627/contents/made
https://www.legislation.gov.uk/uksi/2023/627/contents/made
https://assets.publishing.service.gov.uk/media/6759a8827e419d6e07ce2b21/Med_Tech_Regulatory_Roadmap_V2_December_2024.pdf
https://assets.publishing.service.gov.uk/media/6759a8827e419d6e07ce2b21/Med_Tech_Regulatory_Roadmap_V2_December_2024.pdf
https://www.legislation.gov.uk/uksi/2024/1368/made
https://www.legislation.gov.uk/uksi/2024/1368/made
https://www.legislation.gov.uk/uksi/2024/1368/made

CE transition timelines

UK introduced legislation defining CE transition periods:
The Medical Devices (Amendment) (Great Britain) Requlations 2023 (legislation.gov.uk)

M~ MHRA published infographic
describing transition periods:
MHRA Infographic: transition
periods under new UK Sl
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a5 Timelines for placing CE marked medical devices on the Great Britain market’

Medicines & Healthcare products

Regulatory Agency
26-May-2021 31- Dec-2027 30- Jun-2028 30-Jun-2030

] ]

MDD class MDR class

1
l Class Il ‘ MDD or EU MDR Certificate? EU MDR Certificate

_Classllb MDD or EU MDR Certificate EU MDR Certificate
implantable® [}

Class IIb
(other)
Class lla
Class Is / Im*

MDD or EU MDR Certificate EU MDR Certificate

Class Ill
Class IIb
Class lla
Class Ir®

Class I° — MDD Self-declaration” or EU MDR certificate EU MDR Certificate

EU MDR Self-declaration

Class |® l-’l Class |

1As provided for under The Medical Devices (Amendment) (Great Britain) Regulations 2023.

2A valid AIMDD certificate can also be relied on for placing medical devices on the GB market in this period.

3This excludes sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors — those fall within Class IIb other.
4Class Im means class | devices with a measuring function. Class |s means class | devices that are placed on the market in sterile condition.

5Class | devices that did not require notified body involvement in their conformity assessment under the MDD and do require notified body involvement in their conformity
assessment under the EU MDR.

5Class Ir means class | devices that are reusable surgical instruments.

"Declaration of conformity to MDD requirements must have been made before 26 May 2021.

&8Class | devices that do not require notified body involvement in their conformity assessment under the MDD nor under the EU MDR.

MDD refers to EU medical devices directive (93/42/EEC); AIMDD refers to EU active implantable medical devices directive (80/385/EEC); EU MDR refers to EU medical devices
regulation (2017/745).
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https://www.legislation.gov.uk/uksi/2023/627/contents/made
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1166483/Infographic_-_Devices_transition_timeline.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1166483/Infographic_-_Devices_transition_timeline.pdf

Medical Devices - PMS Requirements (GB) -

Amendment 2024 Link

In force:

16 June
2025

Applicable to  EU Directives (MDD, AIMDD, IVDD)

medical C €

devices
placed on GB EU Regulations (EU MDR, EU IVDR)
market C €
under:

UK MDR 2002 UK

CA

Introduces Amended timelines for incident reporting and FSCA / FSN reporting
new

requirements:  periodic safety update report (PSUR) for each device placed on
market or put into service

PSUR must include UK specific information / requirements

PSUR submission / assessment by an Approved Body (where
manufacturer contracted with an Approved Body)
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Class

IIT/AIMD

Ibi <

ITa/llb <

Non Self
declared <
IVDs

A\

N~

* Every 2
years

* Every
Year

Further guidance expected
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https://www.legislation.gov.uk/uksi/2024/1368/made

ikt What is new? o
Regulatory Reform Update, etc

Medical Devices
Regulatory Reform

& GOV.UK Vi | &

\es & Healthcare products

tory Agency

Standard
Statement of policy intent: international
recognition of medical devices

Updated 11 December 2024

Roadmap to implementation

1. Purpose of this statement

This statement describes the draft policy for recognition by the UK of international
regulators approvals of medical devi

Version 2.0 (December 2024)

osed framework applies to medit es in Great Britain. For
ion of devices in Northern Ireland, m
Medicines & Healthcare products
Regulatory Agency

routes to market, which utilises appro\
SAD) certifi

Regulatory reform
update

& GOV.UK v | Q

it GOV.UK

althcare products
jency.
s and indust e and innovation > Artificial

Guidance
The Innovative Devices Access Pathway
(IDAP) - pilot phase

Updated 29 February 2024

Press release

MHRA trials five innovative Al
technologies as part of pilot scheme to
change regulatory approach

The pilot phase of the development of a new pathway supporting innovative
technologies to address unmet clinical needs in the UK has entered the next phase.
The IDAP Partners have selected eight technologies that will receive tailored
regulatory and access support.

Regulatory reform update:

Plans for Pre-Market Sl

* Increase some medical device
classifications

* Introducte UDI requirements

* Introduce implant cards

T — » Introduce rules regarding

claims made about medical
devices in public

The pilot scheme, Al Airlock, is designed to help test and
improve the rules for Al-powered medical devices to ensure
they reach patients quickly, safely and effectively.

Overview

ve Devices Access Pathway (IDAP) pilot is an initiative to bring new medical
s to the National Health Service (NHS) to help with medical needs that are

enable and improve
cal devices. by provid:
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https://medregs.blog.gov.uk/2024/09/25/an-update-on-our-plans-for-med-tech-regulatory-change/
https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices/statement-of-policy-intent-international-recognition-of-medical-devices
https://www.gov.uk/government/publications/the-innovative-devices-access-pathway-idap/the-innovative-devices-access-pathway-idap-pilot-phase
https://assets.publishing.service.gov.uk/media/6759a8827e419d6e07ce2b21/Med_Tech_Regulatory_Roadmap_V2_December_2024.pdf
https://www.gov.uk/government/collections/ai-airlock-the-regulatory-sandbox-for-aiamd

MHRA Consultation
Medical Devices Regulations: Routes to market & |VDs

28

Medicines & Healthcare products - Intgnt to.protect supply of medical .d.eV|ces. to patients
Regulatory Agency * In line with routes in place for medicines since Jan 2024
» Statement of policy intent: international recognition of medical devices - GOV.UK

Medical Devices Regulations:
Routes to market and in vitro
diagnostic devices

* Proposal for removal of requirement for physical UKCA marking
» Conformity assessment process unchanged

 Alignment with IMDRF VD Classification rules (Principles of In Vitro Diagnostic (IVD) Medical
Consultation Devices Classification)

Published 14 November 2024 * Class B IVD — Manufacturer self declaration and requirement for ISO 13485 QMS certification

Consultation closed 5 January 2025
» Proposal to delay expiry (‘sunsetting date’) of specific laws until such time as they are no longer

needed

» Regulation (EU) No 920/2013 (designation of ABs); Regulation (EU) No 722/2012 (animal
tissues); Commision Decision 2002/364 (IVD Common Specs); Commission Regulation (EU) No
207/2012 (elFUs)
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https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices/statement-of-policy-intent-international-recognition-of-medical-devices
https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-wng64.pdf
https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-wng64.pdf
https://www.gov.uk/government/consultations/consultation-on-medical-devices-regulations-routes-to-market-and-in-vitro-diagnostic-devices

UKCA Abridged Assessment @)
Can we leverage existing EU CE evidence?

Pre-

Quality System
Audit

Audits combined
with ISO 13485,
MDSAP and CE

TD Assessmen ts
combined with CE
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What does the service model look like?

Iso applicable to manufacturers
ith valid CE certification from
nother EU NB

Some documentation

required for Abridged
Assessment

Registration of devices with

MHRA
s Initial application with existing CE '
UKCA only application Initial combined application UKMDR + EU MDR | .
Full assessment to UKMDR Appointment of UK
UKMDR + EU MDR or Responsible Person (if
(EU MDD/|VDD/A|MDD) UKMDR + EU MDD/AIMDD manufacturer outside UK)

e ) X Labelling - UKCA mark
* CE verification review (labels & IFU)

; UKMDR Essential
UKMDR abrldged Requirements checklist
assessment

Incident reporting to MHRA

Declaration of Conformity to

UKMDR (draft)
0168
* Depending on the evidence provided, TUV SUD may be
TUV SUD | BABT | MHS | UKCA | Medical Devices required to conduct further assessment (e.g. further 2023-09 1
documentary evidence, additional audit/TD assessment)




Thank you

Website

« UKCA for Medical Devices |
TUV SUD (tuvsud.com)

- TUV SUD BABT Medical
Devices Application Guide
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Application UKCA Certification
guide of Medical Devices

For TUV SUD BABT Medical Devices certification With TUV SUD BABT Approved Body

il

o

Email

 mhsuk@tuvsud.com
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https://www.tuvsud.com/en/industries/healthcare-and-medical-devices/medical-devices-and-ivd/medical-device-market-approval-and-certification/ukca-for-medical-devices
https://www.tuvsud.com/en/industries/healthcare-and-medical-devices/medical-devices-and-ivd/medical-device-market-approval-and-certification/ukca-for-medical-devices
https://www.tuvsud.com/en-gb/-/media/regions/uk/pdf-files/services/certification/tuv-sud_medical_devices_certification_application_guide.pdf
https://www.tuvsud.com/en-gb/-/media/regions/uk/pdf-files/services/certification/tuv-sud_medical_devices_certification_application_guide.pdf
https://www.tuvsud.com/en-gb/-/media/regions/uk/pdf-files/services/certification/tuv-sud_medical_devices_certification_application_guide.pdf
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