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THE IMPACT OF A ‘NO-DEAL’ BREXIT
With a lack of political agreement, the prospect of a no-deal Brexit is becoming increasingly more 
likely. In the event of this outcome, it is possible that UK manufacturers in a range of product 
sectors – Pharmaceutical Products, Medical Equipment, Chemicals, etc. – will need to ensure that 
post-withdrawal their products will still be compliant under both UK and EU regulations.

This is due to legislation changes regarding the placement of products on the UK and EU markets 
(including conformity assessments, marking and labelling) that will occur instantly as a result of a no-
deal Brexit. This will particularly affect products which require action from a ‘notified body’ (a private 
organisation which approves new medical equipment) to pass conformity assessment procedures, since 
UK notified bodies will lose their status as EU-registered bodies upon withdrawal.

As a result, products not placed on the EU market before the deadline may need to be re-certified 
or modified in order to trade within the EU (gov.uk). These modifications will include relabelling of all 
products to reflect a change in Notified Body or companies will face non-compliance with the Medical 
Device Directives. To do this could take a significant amount of time, with cost and resource implications.



UKCA Marking

The UK government has revealed a new mark – the ‘UKCA’ 
(‘UK Conformity Assessed’) – for products placed on the 
UK market following the withdrawal date. This will replace 
the existing CE mark, subject to parliamentary approval. 
As a result of the new marking, manufacturers may be 
expected to change existing product packaging, advertising 
and labelling at their own additional cost. 

There is still a great deal of uncertainty surrounding the 
practical details of how the UKCA will work, therefore 
companies hoping to export to the EU in the future can 
expect substantial disruption in the event of a ‘no-deal 
Brexit’.

Medical Devices Market

As a result of these compliance issues, there is a worry 
that almost all manufacturers of medical equipment in the 
UK will be unable to trade within the EU for a significant 
period of time following a ‘no-deal’. The Sunday Times has 
reported that the British Standards Institution is seemingly 
the only UK-registered organisation, with the power to 
grant approvals to medical equipment, which will switch 
certification to an EU-based office before the withdrawal 
date. Other Notified Bodies registered in the UK, such as 

Lloyds Register and SGS, have warned that there is now 
‘insufficient time to transfer the certification process’ to 
a different office, potentially leaving producers unable to 
export their goods for up to six months.

This scenario would not only significantly impact the 
manufacturers of these goods, but also the patients within 
the EU who won’t be able to receive the vital equipment 
required for their treatment. For instance, as reported 
by the AFP, a representative for the Federation of Dutch 
Hospitals (NVZ) stated that they ‘import tens of thousands 
of objects and products, notably from Britain, whose 
delivery could be held up. Even one screw that was 
supposed to be imported from Britain could hold up the 
treatment of a patient’.

A potential solution to this issue is the pushing of 
‘emergency law’ to guarantee the certification of medical 
products from Britain, and thus allowing the continuation 
of their export until a long-term arrangement can be made. 
If this is not the case, AFP warns that it is possible ‘50% 
of medical products would not be able to be imported after 
March 29’.
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Third Country Status

On 29 March, Britain will become a third country (that is, a 
jurisdiction outside the European Economic Area (EEA)). 
Subsequently, distributors of UK medical devices based 
in the remaining Member States will become importers of 
third-country products. These distributors will now be faced 
with different roles, which will entail further liability risks.

For instance, the European Commission states that the 
roles of distributors include:

● handling the product carefully to not affect its compliance 
   with EU legislation 
● knowing which products must bear the CE marking and 
   the accompanying documentation 
● identifying products which are not in compliance

Whereas, the role of importers bears more risk in the 
verification process of compliance, including:

● checking that products fulfil all EU safety, health and 
   environmental protection requirements before placing 
   them on the market 
● verifying that the manufacturer outside the EU has taken 
   the necessary steps to allow the product to be placed on 
   the EU market

● verifying that the necessary documentation, such as 
   the EU Declaration of Conformity, and the technical 
   documentation is available upon request

Database Access

An additional issue is that the UK will lose access to 
all EU databases regarding medical devices, such as 
Euromed. A hard Brexit will potentially mean that following 
Brexit withdrawal, these companies will be ‘steering 
blind’ when it comes to assessing the safety of devices 
as it may be extremely difficult to check EU compliance. 
For instance, there could be issues with establishing the 
validity of information on a label.

Consequently, there is a possibility that counterfeit 
medical equipment will begin appearing in the absence of 
these checks.



Authorised Representatives

A ‘No Deal’ Brexit will also significantly affect distribution 
of medical equipment as most countries necessitate that 
foreign manufacturers appoint an in-country representative. 
This representative acts as a liaison to regulatory 
authorities and assists with device registrations and 
vigilance reporting. 

However, based on the European Commission’s Notice 
to Stakeholders of 22 January 2018, we understand that 
UK-based Authorised Representatives (AR) will no longer 
be recognised in the EU. This means that those using a 
UK-based AR can no longer place products on the EU27 
market. It is currently estimated that approximately 50% of 
the European Authorised Representatives in the medical 
devices industry are based in the UK. As a result, it is 
highly likely that global medical device suppliers rely on a 
UK-based AR at some point in the production line.

Additionally, a new role will be created, a UK Responsible 
Person, which will be essential for manufacturers based 
outside of the UK who are wishing to place medical 
equipment on the UK market. These representatives 
will assist in the market placement process including 
registering with the MHRA - a crucial part of the procedure.

EORI Number Registration

It is now also required by law that in order to continue 
trading with the EU after 29 March 2019, businesses will 
need a UK EORI number and a European EORI from the 
customs authority of the EU Member State they are moving 
goods to/from (Gov.uk)

Businesses must be prepared for the possible ‘No deal’ 
Brexit, however as of March 5th Forbes stated that just 
17% of these businesses have registered for this number 
(HMRC). Therefore, numerous businesses would currently 
be left unable to trade as of 29 March.



Potential Transition Period

The European Coordination Committee of the Radiological, 
Electromedical and Healthcare IT Industry (COCIR) has 
published an open letter to the European Commission and 
National Competent Authorities for Medical Devices.

In this letter the organisation clarified the importance of 
a transition period allowing more time for manufacturers 
affected by the aforementioned compliance issues. COCIR 
stated that ‘even 12 to 18 months could be necessary in 
case manufacturers have to switch to a completely new 
Notified Body to ensure the necessary time for the re-
certification process.’

COCIR pointed out, not only, the issues surrounding 
Brexit concerns, but also the urgency to comply with the 
increased regulatory requirements that will come into 
full effect on 26 May 2020 under the EU medical device 
regulation (MDR) and on 26 May 2022 under the EU in 
vitro diagnostic regulation (IVDR). These added pressures 
are increasing the likelihood of manufacturers being unable 
to maintain compliance over the coming years, and even 
a brief period of non-compliance for these suppliers could 
have drastic effects on patients across the UK, EU and 
even globally.

Preparation Procedures

Due to the numerous legislation changes it is important 
that medical suppliers, distributors, importers, health 
providers and many others prepare for a possible ‘no-deal’ 
Brexit. For healthcare providers it is paramount that the 
potential risks are evaluated, so that care for patients can 
remain as stable as possible in this period of uncertainty. 
It has been advised to verify which products may be 
affected and whether care is expected to be seriously 
disrupted, if so, authorities should be informed. 

If any assistance is needed to understand the preparation 
procedure for your business then there is a tool available 
on Gov.uk, titled ‘Prepare your business for the UK 
leaving the EU’. This tool outlines sector specific changes 
which may affect your business, and can be found at: 
https://www.gov.uk/business-uk-leaving-eu

https://www.gov.uk/business-uk-leaving-eu

