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This Word document mirrors the questions & responses in the online form:

e Questions = Bold Text

e BHTA Answers = Regular Text

1 Please tick which best applies to you

| am responding on behalf of an organisation.

2 Please tick the type of organisation you represent (if relevant)

Trade association.

3 Please write the name of your organisation (if relevant)

British Healthcare Trades Association (BHTA)

4 What geographical area does your organisation mainly operate in (if relevant)
UK / GB-wide

5 If your organisation operates in the UK, roughly how large is it?

Small Business (number of employees: 10-49)

6 Are you aware that the MHRA offers payment waivers and easements in some circumstances to
SMEs?

Yes [see https://www.gov.uk/government/publications/mhra-fees/payment-easements-and-
waivers-for-small-and-medium-companies]
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7 Do you currently pay fees to the MHRA?
No

8 Do you support proposal 1 [MHRA proposes to increase the statutory fees shown in Annex B of
its fee consultation to ensure continued cost-recovery]?

No
9 Please explain why, if you said No please list which fees you’re concerned about and why.

Suppliers are under immense cost pressures at the present time and the NHS operate, effectively, a
zero-cost-increase policy so this proposal is not acceptable to us as an association on behalf of our
members. Our surveys of members routinely indicate:

e Up to 90% of members feel they are under severe financial pressure due to higher
manufacturing, distribution, and logistics costs;

e  Workforce and skills shortages continue to cause accelerated wage inflation;

e Up to 25% of members cite regulatory uncertainty and expense as a major negative factor on
UK market access.

In particular, we are concerned about device clinical investigation fees (Annex B, Fee Groups 9 & 10),
some of which appear set to more than double); and device-related fees for Approved Bodies (Annex
B, Fee Group 40), which will almost certainly result in higher costs being passed on from ABs to
device manufacturers, manufacturers to distributors and retailers, and ultimately to patients.

10 Do you support proposal 2 [MHRA proposes to amend its existing Medical Device Registration
fee to make it annual and include the costs for medical device post-market work]?

No
11 Please explain why.
It is our understanding that this proposed fee increase is, essentially, a per-GMDN fee as follows:

o Fee[s] will apply for each GMDN (device-class, not individual device), £210 per GMDN,;
o These per-GMDN fees will be payable annually

It is our further understanding that this new fee will be exclusive of existing registration charges —
and other, possibly-applicable new charges — that is, that is a de novo fee. For companies, this new,
added expense will average in the 10s-of-thousands, and for some it will be in the 100s-of-
thousands. Taken together, these costs will add millions to the cost of doing business in the UK — and
will have deleterious effects on: UK med tech innovation, inward investment to the UK, and UK plc.
Moreover, it is not the case that only larger companies with large numbers of GMDN registrations
will be affected. There are many UK SMEs with high numbers of GMDN registrations for which these
proposed fees will represent a significant proportion of turnover.

BHTA has carried out a line-by-line analysis of the effect of the new per-GMDN fees on each of our
members. For our members with products registered with MHRA (roughly 50-60% of our
membership), aggregate statistics include:

Highest Fee: £128,520 p/a

Average Fee: £8,424 p/a



Fee as %/Turnover Range: 1% — 30%

Fee as % Pre-Tax Profit Range: 1% —33%

Total GMDNs: 2,487
High #/Co. GMDN: 612
Avg #/Co. GMDN: 40

We are happy to provide more context to MHRA in private. It bears reinforcing how difficult it is to
generate these statistics within the extremely short consultation response timeframes. In this case,
this was exacerbated by the MHRA Public Webinar for SMEs — the only time MHRA shared its
economic modelling and answered questions — taking place on 10-Oct-24.

Not only was this far too close to the consultation response deadline 14 calendar days later, the
commentary and responses provided by MHRA during the webinar were unhelpful. It left the
impression that MHRA did not set its presenters up for success, and it left industry more concerned
than when the webinar began. Please see our answers at 22-24 for more detail.

12 Do you support proposal 3 [MHRA proposes to create a new service providing regulatory advice
meetings for medical devices?

Don’t Know
13 Please explain why.

We favour strongly a facility for medical device companies to access regulatory advice directly from
MHRA, the regulator. More clarity is needed, however, to understand whether this service would be
mutually beneficial for all stakeholders in the medical device regulation process:

e At what point[s] in the product development process is MHRA advice accessible?

e What will be the scope definitions of such advice sessions —i.e. what is in versus out of
scope?

e How will MHRA advice sit alongside input from Notified Bodies (NBs) and/or Approved
Bodies (ABs)?

e How will differences of opinion between MHRA and NBs/ABs be addressed — especially as
regards classification of devices?

14 Do you support proposal 4 [MHRA proposes to simplify the fee model for three existing
services, as well as increasing the fees to ensure continued cost-recovery, and also to remove 51
fees that are no longer in use]?

Don’t Know
15 Please explain why.

It appears this proposal concerns wholly or mostly medicines, not devices. In any event, we favour
strongly a facility for medical device companies to access regulatory advice directly from MHRA, the
regulator. Please see our answers at 12-13 for more detail.

16 Do you support proposal 5 [MHRA proposes to update and clarify the legal definition of a
“standard variation” application for homeopathic products. The “standard variation” application
statutory fee for homeopathic products will be unchanged]?



No Opinion
17 Please explain why.
Homeopathic products are outside the remit of BHTA.

18 Do you agree with the following view of MHRA: With reference to the protected characteristics
covered by the Public Sector Equality Duty set out in section 149 of the Equality Act 2010 or

by Section 75 of the Northern Ireland Act 1998, the MHRA does not consider that these proposals
risk impacting different people differently with reference to their protected characteristics.

No
19 Please explain why.

These proposals may make companies consider the UK a market that is too costly to enter, and so
they may focus on other EU and international markets. In addition, when surveyed, many BHTA
members have said they are considering reducing the amount of stock in their supply chains. As well,
many have said they may focus on markets outside the UK; this will be to the detriment of UK
patients and clinicians.

20 Do you agree with the following view of MHRA: In Northern Ireland new policies must be
screened under Section 75 of the Northern Ireland Act 1998, which places a statutory duty on
public authorities, to mainstream equality in all its functions — so that equality of opportunity and
good relations are central to policy making and service delivery. In addition, new or revised policies
must be rural proofed in line with the Rural Needs Act (NI) 2016 which requires public authorities
to have due regard to rural needs. The MHRA does not consider that these proposals risk impacting
different people differently with reference to their protected characteristics or where they live in
Northern Ireland.

No
21 Please explain why.

These proposals may make companies consider the UK a market that is too costly to enter, and so
they may focus on other EU and international markets. Please see our answers at 18-19 for more
detail. In addition, companies selling into both GB and NI will face choices around the administrative
expense of dual recognition regimes (CE and UKCA), and the implications for packaging, labelling, and
marking — which stand to add significant expense.

22 It was easy to participate in this opportunity [sic — most likely mean “consultation response”].
Strongly disagree

23 The supporting information was understandable.

Strongly disagree

24 How could this survey have been better?

The Annexes containing all of the fee descriptions, current rates, and proposed rates could have been
far better and more easily presented in an XLS spreadsheet alongside the table in the consultation
document.
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The MHRA Public Fees Webinar for SMEs was wholly unsuccessful; please see our answers at 11
above for context, and please see below for direct transcriptions of selected questions and answers,
which we believe speak for themselves:

1. Have you considered the impact on UKRPs — the initial outlay falls on us as we make the
registrations?

a. Pass; not sure what a UKRP is — or does.

2. If a company has multiple legal manufacturers and has a total of 1,500 GMDNs on PARD,
does that mean they will pay £315,000 per year?
a. Pass; not sure what you mean by this question.

3. Ex-UK SME manufacturers [for whom] we are UKRP inform us they will withdraw their
devices from UK markets under current fee proposals; how are you addressing shortages?
a. Noted - but, pass.

4. Will the outcome of [MHRA'’s financial] modelling be publicly available, please?
a. lItisalready public via the Fees Consultation, which is as public as we envision making
it; the actual cost models — as audited and passed by the Government Internal Audit
Agency (GIAA) — are not publishable from a workload standpoint, since it would
involve explaining financial modelling at the line-item level to non-finance audiences;
if you are truly curious, you could file an FOI request.

5. The proposed fee increase represents a 5,000% increase in registration costs for us in 2025;
how can we be expected to budget for such an increase at this stage?
a. Again, as we’ve outlined and discussed today, these will be calculated on the per-
GMDN; it’s a new and different fee, so that’s why its chargeable as outlined.

6. So are you expecting a UKRP to pay registrations for multiple manufacturers all in one go
(this is a huge outlay for us in a single month)?
a. Yes, thatis the expectation — but you should be claiming it back from your
manufacturer.

7. UKRPs will not be in a position to pay for the many — 100s/1000s — they have registered on
01-Apr-25 — how can you possibly expect this to work in practice?
a. We've already covered this — you should claim the fees back from the companies you
represent.

8. [We estimate] our charge will be £352,000 per year —is this really making the UK an
attractive place to do business?
a. Without knowing who you are, or what products you have on the market, we can’t
really answer.

9. Suppliers/manufacturers will not pay this [per-GMDN] charge. It will come from SME profits
ONLY [and the] sole option for SMEs is to remove items from the UK market.
a. Pass.
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Thank you for completing the consuitation.

If you have any further questions on the consultation, please get in touch by email at info@mhra.gov.uk.




