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MHRA consultation on statutory fees

Review your answers

Please tick the box
which best applies to
you:

I am responding on behalf of an
organisation Change

What type of
organisation, group
or profession do you
represent?

Medical device developers or
manufacturers Change

What geographical
area does your
organisation cover or
do you operate in? United Kingdom Change

What is the area of
your expertise or
your organisation's
main activities?

Regulatory, Procurement and Policy
insights Change

Name of organisation
(if applicable) British Healthcare Trades Association Change

97%
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Do you support
proposal 1, to apply a
10% indexation uplift
across Agency
statutory fees to
match the increased
pay costs national
average since the
last MHRA fees
review? No Change

If you have any
concerns about this
proposal, please
provide them below

Suppliers are under immense cost
pressures at the present time and the NHS
have a zero cost inflation policy so this
proposal is not acceptable to us as an
association on behalf of our members. We
have recently conducted a survey of
members which highlighted the following
key points: 1. 90% of members feel their is
under severe financial pressure due to
higher manufacturing and distribution
costs. 2. Workforce and skills shortages
leading to accelerated wage inflation. 3.
Supply chain challenges which cause
delays to deliveries Nearly 25% also cite
regulatory uncertainty and expense as a
major negative factor on UK market
access. Change

Do you support
proposal 2, to place a
cost-based uplift for
61 significantly under
recovering fees to
achieve full cost
recovery? No Change

If you have any
concerns about this
proposal, please
provide them below As per question 1 Change
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Do you support
proposal 3 to
introduce 22 new
fees for services
offered by the
MHRA? No Change

If you have any
concerns about this
proposal, please
provide them below As per question 1 Change

Would you consider
these proposals to
impact certain types
of business
disproportionately?
e.g. small
businesses? Yes Change

If yes, in what ways?
e.g. costs/time etc.
Please provide more
details below

All companies will be affected but SME's
will be disproportionately affected. The
cash flow of an SME is substantially less
flexible compared to a larger organisation
and any increases can have a dramatic
effect. SMEs have less fiscal headroom in
their businesses to compete in a higher
cost regulatory market. Change

Do you think any of
the proposals in this
consultation could
have an impact on
the development and
access to medicines
or devices for (1) rare
conditions or (2)
minority groups with
smaller patient
populations? Yes Change
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If yes, please provide
more details below

These proposals may make companies
consider the UK a market that is too costly
to enter so will focus on other european
and international markets. In the BHTA
survey almost 50% of members said they
would reduce the amount of stock in their
supply chains. Almost fully one third said
they will focus on markets outside the UK -
this will be to the detriment of UK patients
and clinicians. Change

Do you think any of
the proposals in this
consultation pose a
risk to existing
products being
withdrawn from the
UK market? Yes Change

If yes, please provide
more details below

As previously stated companies cannot
take on these additional costs so may
consider withdrawing certain products from
the market or pull out of the UK totally. Change

Do you think any of
the proposals in this
consultation could
have an impact on
research, clinical
trials or clinical
investigations in the
UK? Yes Change

If yes, what could be
the impact? Please
more details below As per the responses in questions 5 ans 6. Change

Do you agree? Yes Change

If no, please provide
more details below Change

Do you agree? Yes Change

If no, please provide
more details below Change
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