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MHRA - Indefinite CE Recognition Consultation

Submitted via online consultation response form on DD-MMM-YY; auto-generated Response ID: NO
RESPONSE ID PRODUCED. This Word document mirrors the questions & responses in the online
form:

e Questions = Bold Text
e BHTA Answers = Regular Text

1 Do you agree with proposal 1, which would extend the current transitional arrangements for
devices that comply with the EU Medical Device Directive to align with the transitional timelines
published by the EU?

Yes

Ne
N -

BHTA supports this proposal to extend the current transitional arrangements in Regulation 19B to
align with published transitional timelines in the EU to minimise any risk of device supply disruption.
We understand:

e This would mean that devices approved under MDD, which would likely be in the process of
transitioning to EU MDR, could be placed on the GB market until 31 December 2028, as
opposed to 30 June 2028 under the current transitional arrangements.

e The proposal intends to align this timeline with the EU, so that if transitional arrangements
are extended further in the EU, medical devices with a valid CE certificate can still be placed
on the GB market if they meet the transitional arrangements within the MDR 2002 (which
would be updated accordingly if this proposal is accepted).

Any removal of differences between EU and GB medical device transitional arrangements, and the
added simplicity this would bring for all stakeholders — not least SMEs and approved bodies (ABs) —
would be very welcome.

2 Please note that we will only ask your views on proposal 3 if your answer to this question is "yes,
for devices which would be classified the same, or lower, in GB (using the classification rules
specified in the MDR 2002)". Do you agree with proposal 2, which would indefinitely recognise
devices that comply with the EU Medical Device Regulation and EU In Vitro Diagnostic Medical
Device Regulation?

Yes, for all devices

British Healthcare Trades Association (BHTA), Office 404, Tower Bridge Business Centre, 46-48 East Smithfield, London, EIW 1AW
Tel: 020 7702 2141 | E-mail: info@bhta.com | www.bhta.com

A Company Limited by Guarantee — Registered in England No: 154121 — VAT Registration No: 702845545


http://www.bhta.com/
https://www.gov.uk/government/consultations/medical-devices-regulations-targeted-consultation-on-the-indefinite-recognition-of-ce-marked-devices

BHTA agrees strongly with the proposal to indefinitely recognise CE-marked devices compliant with
EU MDR and EU IVDR. We understand this to mean:

e Devices that are recognised under this proposal would continue to be placed on the GB
market without additional checks by an approved body. This would reduce the risk of
interruption to the supply of medical devices for patients in GB.

e Manufacturers (or their UKRP) would continue to register their devices with the MHRA, meet
the registration requirements in the MDR 2002, and comply with the PMS requirements in
the MDR 2002.

e Manufacturers (or their UK responsible person) would need to notify the MHRA if the EU
MDR or IVDR certificate is withdrawn or suspended in the EU and in these cases would need
to stop placing the relevant devices on the GB market.

We note that indefinite recognition of CE marked devices in GB would be the most advantageous and
efficient market-access route — and though it will not return monies/time/resource already invested
by companies that have opted for dual CE/UKCA marking, it is a welcome step, in our opinion, from
the perspectives of:

e Patients and carers

e lLarge UK commissioners like the NHS
e UK med tech plc

e UK trade associations

e UK approved bodies

e UKSMEs

e GB/ Northern Ireland trade policy

We would echo Baroness Merron’s recent published response to a written parliamentary question
on the matter (https://questions-statements.parliament.uk/written-questions/detail/2026-03-
12/HL15511):

“Approximately 90% of medical devices currently on the British market are CE marked and their
continued supply to the National Health Service and wider health system is vital for patient access to
essential products [...] The proposals are anticipated to drive growth in the medical technology
sector by reducing administrative costs and safeguarding the continued supply of medical
technologies. The purpose of the proposed policy is to enable indefinite market access for CE marked
medical devices on the British market.”

We are aware that answering “yes to all” precludes us from answering Proposal 3 — but for what it is
worth, our answer to Proposal 3 would be “no” for the following reasons:

e Having opted for blanket CE recognition, we would not want to see a two-tier system of any
kind, including different rules for up-classified devices in the UK;

e Blanket CE mark recognition should remove, in principle, classification disputes if the CE
system is acceptable in toto; we wouldn’t want to see a dual process with different
requirements for the GB than acceptance of CE;

o We feel there is a lack of information about new classification rules and the potential impact
of international reliance costs, time, and complexity;
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e We want to see efficient and effective UK approved bodies — and we believe blanket CE
recognition is an important part of this.

If Proposal 3 —or a version of it — were to go through, we would have the same set of questions we
posed to MHRA in BHTA’s 18-Dec-24 response to the Consultation on Medical Devices Regulations:
Routes to market and in vitro diagnostic devices at Question 3a in re Route 2 of the original 4-Route
international reliance proposals from MHRA. For convenience, that answer was:

Under Approved Body Review, Point B: in instances where a device’s “GB classification” differs from
the “EU classification,” MHRA needs to set out clearly how classification disputes will be resolved,
and who will hold final authority for settling differences of opinion between any of the following:
manufacturers, approved bodies, EU national authorities, UK national authorities. Under Approved
Body Review, Point C: to what does “GB requirements” refer? Earlier iterations of MHRA's
international recognition plans referred to a “checklists” and “additional requirements” and when
trade associations requested further information on these, it seemed clear that these were the
subject of discussion between MRHA and UK approved bodies. Manufacturers, importers, and
UKRPs will need clarity on exactly what these “GB requirements” constitute, and how —if at all — they
differ from requirements of other CRC requirements. In general: please can MHRA share how the
following have been factored into impact assessments for Route 2 (this is especially important as
MHRA'’s current proposals depart from “near-automatic” international reliance in their involvement
of and dependence upon UK approved bodies):

e UK approved body capacity;
e UK approved body cost models;

e UK approved body liability implications [e.g. for insurance] tied to assessment of CRC
regulators’ work, and how/if this liability is shared with MHRA.

Finally, could MHRA clarify how long an MHRA-issued certificate of international recognition will be
valid? This will have resources and administrative implications for self-declarations (Route 1) as well
as for approved-body-involved processes (Routes 2-4).

3 Do you agree with proposal 3, which would introduce an international reliance route for devices
that comply with the EU Medical Device Regulation and EU In Vitro Diagnostic Medical Device
Regulation where the risk classification is higher under MDR 2002?

[Online form precludes answering Question 3 as Question 2 was answered “yes.” Several points on
Question 3 appended to answer to Question 2, however; see above.]

4 Please tell us a little bit about you so that we can ensure we have a balanced pool of responses.
In which capacity are you primarily responding to this survey?

On behalf of an organisation

5 Which of the below describes your organisation best?

Trade Association

6 Which parts of the UK and other global markets do you currently supply?

BHTA members supply GB and NI markets, as well as select international markets
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7 Where does your organisation operate? (Please tick all that apply)
BHTA operates in England, Scotland, Wales, and Northern Ireland

8 How many employees does your organisation employ? An employee is anyone aged 16 years or
over that an organisation directly pays from its payroll(s), in return for carrying out a full-time or
part-time job or being on a training scheme. It excludes voluntary workers, self-employed and
working owners who are not paid via PAYE

10-49

9 Does your business produce or supply any of the following products?
None of the above

10 It was easy to participate in this opportunity (optional)

Agree

11 The supporting information was understandable (optional)

Neither agree or disagree

12 What could we do better

More detail on envisioned policy direction — in this case, on Proposal 3 — would be beneficial



