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BHTA Policy Note — After-Market Wheelchair Accessories — Apr-2026

Summary

BHTA is aware of interpretations of EU and UK regulation circulating in the marketplace
regarding after-market accessories' with medical devices', including wheelchairs. Regulations
that have effect in GB and the UK" are:

e [UK] Medical Devices Regulations 2002 (SI 2002 No. 618, or MDR 2002), which — pre-
Brexit — gives/gave effect in UK law to, inter alia, Directive 93/42/EEC on medical devices
(or EU MDD)
o MDR 2002 applies in GB - England, Scotland, Wales
e 2017 EU Medical Device Regulation 2017/745 (or EU MDR)
o EUMDR applies in Northern Ireland (NI)
o EUMDR also has implications for GB under MHRA’s post-Brexit Transition Plan"

This note — produced with BHTA legal advisors Addleshaw Goddard LLP - is intended to:

1. Remind that, for medical devices placed on the GB market, the requirements of MDR
2002 and its amendments and/or successors in UK law take precedence over EU MDR
(unless otherwise specified);

2. Remind that, for Northern Ireland, whilst the law is that of the UK and MHRA remains the
regulator, the alighment is closer to the EU and so EU legislation and guidance has a
greater potential impact given NI explicitly recognises EU laws;

3. Clarify that there is nothing in EU MDD, MDR 2002, or EU MDR in relation to
compatibility of accessories, or restricting use of accessories with medical devices;

4. Stipulate that an accessory may be added to/used in conjunction with a medical device
so long as it:

a. Does not change the fundamental function or purpose of a medical device;

b. Does not weaken or compromise the structural integrity of a medical device;

c. lIsintended by its manufacturer to be used together with a medical device to
enable it to be used as intended by its manufacturer; and

d. Is safetouse underthe General Product Safety Regulations 2005.

Detail

For wheelchairs, accessories — some of which are medical devices in their own right, some of
which are not - include cushions, pads, postural support devices, alternative and augmentative
communication devices, etc. Some interpretations have suggested to customers (e.g. large
commissioners such as the NHS, local authorities, and community loan stores) that customers
should only use accessories that are accompanied by signed compatibility agreements from
the manufacturer of the original wheelchair. This risks creating the perception that only
accessories specifically approved by the manufacturer of the wheelchair are appropriate.

This restrictive interpretation presents a risk of anti-competitive practice, and the prevention of
timely, appropriate, and customised wheelchair configurations for end-users. Many wheelchair
accessories are prescription items, and best practice is to provide the most appropriate

accessories to meet an individual patient’s needs. For this reason, a large number of
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http://www.legislation.gov.uk/uksi/2002/618/contents/made
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01993L0042-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0745-20200424
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companies have developed after-market accessories to be applied to wheelchairs to adapt
them to meet end-users’ clinically-assessed needs as closely as possible. For clinicians,
commissioners, suppliers, and end-users, it is neither practical nor feasible to expect that each
wheelchair accessory — or combination of accessories — will be accompanied by signed
compatibility agreements from the original wheelchair manufacturer.

Moreover, in the absence of any national or international standard defining what criteria must
be met in order to confirm ‘compatibility’ between devices and specifying what/how/when to
test, to attempt to confirm ‘device compatibility’ objectively and in a blanket fashion via signed
agreements is not practicable. Under MDR 2002 and EU MDR, accessories that are marketed
as medical devices should have their own technical file. The manufacturer of the accessory
should also stipulate —in pre-sales literature and instructions for use — circumstances where
the accessory should not be used. With this in mind, assessment of device compatibility is left
to local decisions made by the organisation or individual performing the ‘compatibility testing’
(N.B. similar assessment processes extend also to accessories that are not marketed as
medical devices, but may work in concert with the overall configuration of a wheelchair).

Conclusion

For wheelchairs, as with many other areas of healthcare and medical devices, successful
patient outcomes are often achieved by using a range of devices in combination with one
another. The specific mix of devices (and device accessories) used will be determined by the
healthcare provider and the clinician in charge of the patient. This combination of products will
be determined locally by the patient’s clinical needs, product availability, budget, and localised
risk assessment, performed by the clinician or the clinical team in overall charge of the patient.

A wheelchair manufacturer may stipulate specific accessories or types of accessories that
cannot be applied safely to their equipment. Indeed, under ISO 14971, manufacturers are
required to identify and evaluate risks associated with the foreseeable use of the medical
device, including risks arising from the use of accessories or combinations of products. This
should be done objectively, as part of the device risk assessment process, and should be noted
in the instructions for use of the wheelchair. However, a decision by a manufacturer to stipulate
blanket ‘non-compatibility’ for all ‘non-approved’ devices or accessories only on the grounds
that they have not ‘approved’ such devices is not appropriate; such decisions should be made
for clear and objective reasons, such as risks to patients health or safety, not for commercial
reasons. As outlined above, such a decision presents concrete risks since it could be anti-
competitive, not feasible overall, and not in the best interests of healthcare providers and —
most importantly — patients, who may suffer suboptimal outcomes as a result.

Finally, UK hospitals and other UK health institutions that modify existing devices (including
wheelchairs) to meet patients’ specific clinical needs under the Health Institution Exemption
(HIE) should be mindful of MHRA’s 17-Dec-25 update of HIE guidance; please see:

o HIE Resource Hub

e Introduction
e General HIE Information

e | eading HIE Practice Guidelines
e |llustrative HIE Examples [including 1x wheelchair example]
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https://www.gov.uk/government/news/mhra-updates-guidance-on-the-health-institution-exemption-to-support-safe-use-of-medical-devices
https://www.gov.uk/government/publications/health-institution-exemption-for-general-medical-devices
https://www.gov.uk/government/publications/health-institution-exemption-for-general-medical-devices/introduction
https://www.gov.uk/government/publications/health-institution-exemption-for-general-medical-devices/general-information-on-the-health-institution-exemption#in-vitro-diagnostic-ivd-devices
https://www.gov.uk/government/publications/health-institution-exemption-for-general-medical-devices/leading-practice-guidelines
https://www.gov.uk/government/publications/health-institution-exemption-for-general-medical-devices/illustrative-examples
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T“Accessory” is defined in Regulation 5 of MDR 2002 as “not being a medical device, is intended
specifically by its manufacturer to be used together with a medical device to enable it to be used in
accordance with the use of the medical device intended by its manufacturer”.

i “Medical Device” definition in MDR 2002 includes an “article, used alone or in combination with any
accessories”; “Medical Device” definition in EU MDR includes “accessory for a medical device’
[meaning] an article which, whilst not being itself a medical device, is intended by its manufacturer to be
used together with one or several particular medical device(s) to specifically enable the medical device(s)
to be used in accordance with its/their intended purpose(s) or to specifically and directly assist the
medical functionality of the medical device(s) in terms of its/their intended purpose(s).”

i UK Medical Device Law - Current Picture

Medical devices are regulated under the Medical Devices Regulations 2002 (Sl 2002 No. 618, or UK MDR).
This secondary legislation translated into UK law the 1990 EU Active Implantable Medical Devices
Directive (EU AIMDD), 1993 EU Medical Device Directive (EU MDD), and 1998 EU In Vitro Diagnostic
medical device Directive (EU IVDD). Following Brexit, UK MDR has gone through a series of amendments.
EU MDD and EU AIMDD were superseded by the 2017 EU Medical Device Regulation 2017/745, or EU
MDR, while EU IVDD was superseded by the 2017 EU In Vitro Diagnostic medical device Regulation
2017/746, or EU IVDR. Because EU MDR and EU IVDR post-dated the Brexit transition period, it was not
automatically retained in the UK, by the EU (Withdrawal) Act 2018. However, the EU MDR and EU IVDR
are still relevant to the UK. Market access for UK medical devices is governed by its application for both
access to Northern Ireland (NI) and where the Conformité Européene (CE) mark is applied. Since 26 May
2021, the EU MDR has applied in the EU and NI as a consequence of the Windsor Framework Agreement
(previously known as the Northern Ireland Protocol), while EU IVDR has applied in the EU and NI since 26
May 2022. The EU MDR and EU IVR also apply in Great Britain (GB) where a CE marked device is placed
on the market

v UK Medical Device Regulation — Transition Matrix

The MHRA Regulating Medical Devices in the UK guidance sets out MHRA’s requirements as augmented
by April 2023 MHRA Implementation Guidance, press statements, and Statutory Instrument (including
Explanatory Notes):

e Inception Date: “Core aspects” of the new UK medical device regime expected to come into
effectin 2026

¢ Transitional Arrangements — Devices CE-Marked Under EU MDR or EU IVDR: Medical devices
CE-marked under EU MDR or EU IVDR may stay on the GB market until 1 July 2030.

e Transitional Arrangements - Devices CE-Marked under EU MDD: Medical devices CE-marked
under EU MDD may stay on the GB market until the sooner of current CE certificate expiry or for 3
years after new regulations take effect (i.e. until 1 July 2028).

o Transitional Arrangements — Devices CE-Marked under EU IVDD: Medical devices CE-marked
under EU IVDD may stay on the GB market until the sooner of current CE certificate expiry or until
1 July 2030.

e CE-Marked Class | Medical Devices: Standard class | medical devices CE-marked under EU
MDR (i.e. those that do not/will not need 3™ party assessment) will benefit from the EU MDR
Transitional Arrangement above and may stay on the GB market until 1 July 2030. The EU MDD-
to-MDR transition period for class | devices not requiring 3™ party assessment has expired, ergo,
only CE-marked devices with a Declaration of Conformity to EU MDR should be placed on the GB
market.

A detailed Transition Date Matrix — showing transition dates based on device class and legislation under
which a device is currently registered —is available upon request from BHTA. See also the June 2023
MHRA Infographic.
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http://www.legislation.gov.uk/uksi/2002/618/contents/made
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0745-20200424
https://eur-lex.europa.eu/eli/reg/2017/746/oj
https://eur-lex.europa.eu/eli/reg/2017/746/oj
https://www.legislation.gov.uk/ukpga/2018/16/contents/enacted
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk
https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices-and-extension-of-standstill-period/implementation-of-the-future-regulations
https://www.gov.uk/government/news/medical-devices-extended-acceptance-of-ce-marked-medical-devices-on-the-great-britain-market
https://www.legislation.gov.uk/ukdsi/2023/9780348247657
https://www.legislation.gov.uk/ukdsi/2023/9780348247657/pdfs/ukdsiem_9780348247657_en.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1164780/Infographic_-_Devices_transition_timeline.pdf

