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UK government's preparations for a 'no deal' scenario 
The prime minister, Theresa May, and her cabinet have spent the summer traveling around Europe 
trying to get agreement for the proposals for the future relationship, as set out in the white paper. 
With two months to go before the October EU Council summit, and little progress on the negotiations, 
the possibility of the UK leaving the EU without securing agreement has increased.   
 
Alongside the publication of 25 technical notices, Dominic Raab, secretary of state for exiting the EU, 
gave a speech which set out the preparations the government is undertaking to plan for a ‘no deal 
scenario’.   
 
This briefing includes:  

• A summary of the letters from Matt Hancock, secretary of state for health and social care 

• The key points from the 25 published technical notices 

• An overview of Dominic Raab’s speech  

• NHS Providers view 

• The Brexit Health Alliance statement   
 

Letters to the health and care sector, pharmaceutical companies 
and suppliers of medical devices 
Matt Hancock, the secretary of state for health and social care, has written three letters - to the health and 
care sector, pharmaceutical companies and suppliers of medical devices, about contingency plans ahead 
of a possible ‘no-deal scenario’.  
 

Letter to the health and care sector 

The secretary of state has written to all NHS organisations, GPs, community pharmacies and other service 
providers, setting out what the health and care system needs to think about ahead of March 2019. 
 

Key points:  

• The secretary of state says providers should not stockpile medicines, central stocks will be arranged by 
the pharmaceutical industry and government and that “any incidence s involving the over ordering of 
medicines will be investigated”. 

• Patients should not store additional medicines at home.  

https://www.gov.uk/government/publications/letter-to-the-health-and-care-sector-preparations-for-a-potential-no-deal-brexit
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• Preparations for a ‘no deal scenario’ should be seen in the context of the work that is already taking 
place to update existing business continuity plans. 

• The letter also highlights other measures to manage the implications for the health and care sector. This 
includes:  

• The toolkit produced by the Home Office which includes practical advice for EU citizens on how to 
apply for settled status along with videos, how-to-guides, leaflets and posters.  

• That doctors and nurses are exempt from the cap on skilled worker visas.  
 

Letter to pharmaceutical companies  

He has also written to pharmaceutical companies asking them to ensure they have an additional six weeks 
supply of medicines on top of their own normal stock levels.  They are asked to provide details of 
contingency planning by 10 September. He also asks them to put plans in place to air freight products 
with a short shelf life that cannot be stockpiled.  
 

Letter to suppliers of medical devices and clinical consumables 

He has also written to suppliers of medical devices and clinical consumables outlining that separate 
contingency plans are being developed and stock holding at a national level will be increased. Suppliers 
have been asked to share contingency plans and further information will be provided to industry in 
September.  
 

Technical notices and guidance  
The government has published the first 25 technical notices today, with more to be published in 
September.  
 
The notices set out how current arrangements work and explain what would happen in a no deal scenario. 
If no deal is reached with the EU, the UK will then be a ‘third country’ outside the EU so EU legislation will 
no longer apply (though in practice the EU Withdrawal Act means that wherever possible, EU legislation 
will become UK legislation, which can then be amended at a later date).  
 
As a third country, the UK will no longer be eligible to participate in EU organisations such as the European 
Medicines Agency (EMA), so will seek to create or adapt UK systems. For example the Medicines and 
Healthcare products Regulatory Agency (MHRA) will support medicines approval.  The papers highlight 
the potential additional regulatory burden that businesses might face because of this including, in the 
case of medical products, submitting the same information to both the UK and EU markets. There is an 
acknowledgment that new regulatory bodies would need to be established and operational by 29 March 
2019, for example for paediatric medicines.  The government also sets out an ambition to accept EU 
products and regulatory requirements to make trade and business easier, for example on medical devices.  
 
The notices also highlight potential costs for consumers including an increase in the cost of card payments 
between the UK and the EU as well as an impact on British citizens living in the EU who “may lose the 

https://www.gov.uk/government/publications/eu-settlement-scheme-employer-toolkit
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/735745/brexit-medicines-letter.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/735746/brexit-medical-devices-letter.pdf
https://www.gov.uk/government/collections/how-to-prepare-if-the-uk-leaves-the-eu-with-no-deal
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ability to access lending and deposit services, and insurance contracts”, for example losing access to their 
bank accounts.  
 
We highlight the key issues from the notices relating to health below. A full list and links to the technical 
notices can be found in appendix 1.  
 

Department of Health and social care 

Six technical notices relating to health have been published by the government.  
 

1. How medicines, medical devices and clinical trials would be regulated if there's no Brexit 
deal 

If the UK leaves the EU in March 2019 with no deal, this would affect the regulation of: 
• Medicines – the UK’s participation in the European regulatory network would cease. The MHRA would 

take on the functions currently undertaken by the EU for medicines on the UK market. This would 
require changes to UK law. The MHRA is planning a public consultation in early autumn on some of the 
key proposed legislative changes. 

• Medical devices – the UK will recognise medical devices approved for the EU market and CE-marked 
(marked to indicate they conform with health, safety, and environmental protection standards). Should 
this change in the future, adequate time will be provided for businesses to implement any changed 
new requirements. The UK will comply with all key elements of the medical devices regulation (MDR) 
and the in vitro diagnostic regulations (IVDR), which will apply in the EU from May 2020 and 2022 
respectively. Formal UK presence at EU committees in respect of devices will cease. 

• Clinical trials – the 2004 regulations will remain in force, although they will be modified using powers 
under the EU (Withdrawal) Act to make sure they still work in the UK after exit. The new EU clinical trials 
regulation (CTR) 536/2014 will not be in force in the EU at the time of exit and so will not be 
incorporated into UK law. However, the UK will align where possible with the CTR without delay when it 
does come into force in the EU, subject to parliamentary approvals.  

 
Existing EU rules will be converted into UK law at the moment of exit, with some changes needed to make 
sure the rules work in the UK. Further information can be found in appendix 2. Further details and 
consultations will be announced in the autumn. 
 

2. Submitting regulatory information on medical products if there's no Brexit deal:   

If the UK leaves the EU with no deal: 

• the UK would no longer be part of the EU medicines and medical devices regulatory networks; to 
replace these, some new systems are being developed for March 2019 

• regulatory information relating to human medicines, medical devices and e-cigarettes would need to 
be submitted directly to the MHRA 
 

  

http://mmail.dods.co.uk/wf/click?upn=bq9iL-2FG44uH5u4EXDGxRu2Vmy3g-2BNYxvv-2FYAAEsJyjo-3D_jNkDjfQOvNvRN9Dk0aWHsUxghm9IwTAa-2FJ-2F0qB1QVQWggMIY-2FTBOgUI1TB-2FIYOjyiLuGT0kdM6aMT3psjCsGmoCzkQFSfZIBFrem4PMZ56-2Blbk6QRwL3zQ46sbRUaOyUswDfS-2B1NVmRQvzUp9-2Bg1Q8Gmxq7QEivDkujQuOIN6mROCbsVHyiPnT9vW9t32qr-2FiwGsIIjKS9ODjdBIbGFZpZ5rvSsdDY-2BWZ42YK25gEGg-3D
http://mmail.dods.co.uk/wf/click?upn=bq9iL-2FG44uH5u4EXDGxRu2Vmy3g-2BNYxvv-2FYAAEsJyjo-3D_jNkDjfQOvNvRN9Dk0aWHsUxghm9IwTAa-2FJ-2F0qB1QVQWggMIY-2FTBOgUI1TB-2FIYOjyiLuGT0kdM6aMT3psjCsGmoCzkQFSfZIBFrem4PMZ56-2Blbk6QRwL3zQ46sbRUaOyUswDfS-2B1NVmRQvzUp9-2Bg1Q8Gmxq7QEivDkujQuOIN6mROCbsVHyiPnT9vW9t32qr-2FiwGsIIjKS9ODjdBIbGFZpZ5rvSsdDY-2BWZ42YK25gEGg-3D
https://www.gov.uk/government/publications/submitting-regulatory-information-on-medical-products-if-theres-no-brexit-deal
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3. Batch testing medicines if there's no Brexit deal 

Batch testing is the process of confirming every batch of medicine has the correct composition through 
laboratory tests. QP certification and release is the confirmation that the batch meets the requirements of 
the Marketing Authorisation (MA) and is suitable for sale and supply or export.  If the UK leaves the EU with 
no deal, the UK will:  
• accept batch testing of human medicines carried out in countries on an MHRA list 

• require a UK, EU or EEA-based qualified person (QP) to certify batch testing 
These arrangements will continue until the government considers any further change is necessary. 
 

4. Quality and safety of organs, tissues and cells if there's no Brexit deal     

Safety and quality standards for organ transplantation, and tissues and cells for human use would continue 
to apply as they do now.  However, the UK would become a ‘third country’ – meaning it would not be a 
member of the EU, with the term derived from the sense of the country not being party to an agreement 
between two other countries. 

 
UK licensed establishments working in this area, such as hospitals, stem cell laboratories, tissue banks and 
fertility clinics, would continue to work to the same quality and safety standards as they did before exit, but 
some would need new written agreements with relevant EU establishments. UK licensed establishments 
that import or export tissues or cells from EEA establishments would need to make written agreements 
with those EEA establishments to continue importing or exporting these products post-exit. Organisations 
that currently exchange organs can make written arrangements to ensure organs can still move between 
the UK and EU countries. 
 
NHS Blood and Transplant (NHSBT), the organisation responsible for organ donation and transplantation in 
the UK, is currently working with the UK regulator for organs, the Human Tissue Authority, to ensure that 
appropriate written agreements are in place with EU organisations to allow organ exchange to continue 
post-exit. Transplant centres do not need to take any further action. 

 

5. Ensuring blood and blood products are safe if there's no Brexit deal    

The UK is largely self-sufficient in the supply of blood and blood components. It imports around 6.5% of 
plasma units issued in the UK from the EU per year, and occasionally exports rare frozen red blood cells 
(usually fewer than 10 units a year) to EU and non-EU countries. 

 
If there is no deal, the current blood safety and quality standards for blood and blood components would 
not change. The EU blood directives would no longer apply to the UK, but would be incorporated into UK 
law. Arrangements for sharing blood, blood components and information with EU partners would be 
based on the UK’s status as a third country. 
 
Blood establishments, importing blood or blood components from the EU for transfusion would be 
required to conform to standards equivalent to the EU standards (which have been transposed into UK 

https://www.gov.uk/government/publications/batch-testing-medicines-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/quality-and-safety-of-organs-tissues-and-cells-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/ensuring-blood-and-blood-products-are-safe-if-theres-no-brexit-deal
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law).  To export blood or blood components to the EU, establishments may need to certify that any 
products comply with EU standards and testing requirements.  It is recommended that the MHRA is 
consulted prior to importing or exporting blood or blood components to or from the EU. 
As this area is devolved the UK Government is currently engaging and consulting with the devolved 
administrations to establish a framework for UK-wide this policy area.   
 

Speech by Dominic Raab, secretary of state for exiting the EU 
Dominic Raab, secretary of state for exiting the European Union, gave his first major speech in the role 
since his promotion in July, setting out the preparations the government is undertaking to plan for a ‘no 
deal’ scenario.      
 
He also used the speech as an opportunity to provide assurance that he is “confident that getting a good 
deal is, by far, the most likely outcome”. He said that 80% of the withdrawal agreement had been agreed, 
including the issue of citizen rights, and that progress was being made on the outstanding issues, such as 
Northern Ireland. He emphasised that a no deal scenario is not desired or expected, but that the 
government has a “duty…to plan for every eventuality”.   
 
He also set out that even under a ‘no deal’ scenario the UK would want as much continuity as possible, 
highlighting the issue of batch testing of medicines and proposing that the government would accept the 
testing and safety approvals of existing medicines if they’ve been carried out by a member state regulator. 
 
Mr Raab also highlighted that the UK would want mutual cooperation on areas of data sharing, banking 
and between ports.  
 
He outlined the aim of the technical notices was to “facilitate the smooth, continued, and functioning of 
business, transport, infrastructure, research, aid programmes and funding streams that have previously 
come from the EU”. On healthcare, he noted that the papers aim to ensure blood products are safe and 
that the UK can continue to import blood supplies from the EU and went on to talk about potential 
disruptions to the food supply, downplaying the risk and dismissing talk of a ‘sandwich famine’.  
 

NHS Providers view  
We welcome the guidance issued by the government to the NHS and its suppliers on how they should 
prepare for a possible ‘no deal’ scenario Brexit. However, more work needs to be done to ensure the health 
and care sector are adequately prepared for a potential ‘no deal’ scenario and that they can mitigate 
against any impact on the services they deliver for patients.  
 
There are omissions in the technical notices, such as further information on citizen’s rights, and we await 
the immigration white paper, now expected in the autumn. Questions also remain about the reciprocal 
healthcare arrangements and timing around the new regulatory arrangements for medicines and 

https://www.gov.uk/government/news/secretary-of-state-dominic-raabs-speech-on-no-deal-planning
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healthcare devices). We need to ensure that trusts can deliver the most appropriate treatment options by 
mitigating against any resulting delays.  
 
It is our view that trusts should be directly engaged with in this process. We will continue to engage 
directly with Department of Health and Social Care, NHS Improvement and NHS England to ensure trusts 
get the information they need to prepare for any Brexit scenario. 
 

The letter from Matt Hancock puts the onus on industry to ensure the supply of medicines and we 
understand that industry is supportive of this approach and has been engaging with the department of 
health and social care directly on this issue.  
 
We will continue to respond to Brexit announcements through our membership of the Brexit Health 
Alliance and the Cavendish Coalition.  

 

Brexit Health Alliance statement  
  
 
 

Responding to today's government guidance on preparing for a ‘no-deal’ Brexit scenario, Niall Dickson, co-
chair of the Brexit Health Alliance, said: 
 
"What we need is a categorical assurance that patients will continue to get the medicines and treatment 
they need, no matter what happens in the negotiations. This guidance is a first step, but only a first step, 
towards that. 
 
"The NHS will now want to see more comprehensive operational advice on issues such as the stockpiling 
of medicines and equipment, medical research and public health, in time for them to take robust action 
locally well before the UK leaves the EU. 
 
"We will continue to work with the UK Government to make sure these issues are addressed in future 
guidance and that the NHS is able to care for its patients without disruption of any kind. 
 
"As we have seen time and again, the NHS is fantastic when it comes to dealing with emergencies and 
with the right planning and support at national level it can deal with this challenge. These are 
unprecedented times and it is critically important everyone responsible for front line care is given the tools 
they need to deliver. 
 
"Of course the real prize must be no disruption in supply to or from the UK - it may be acceptable to argue 
about delays to some consumer products at the border - it cannot be acceptable when patients lives are 
put at risk. We cannot afford to get this wrong." 
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Appendix 1: Full list of other papers published 

Department for Exiting the European Union  

UK government's preparations for a no deal scenario - why the government is publishing guidance on how to 
prepare for Brexit if there's no deal   

Department of Health  

How medicines, medical devices and clinical trials would be regulated if there's no Brexit deal 
Submitting regulatory information on medical products if there's no Brexit deal   
Quality and safety of organs, tissues and cells if there's no Brexit deal   
Ensuring blood and blood products are safe if there's no Brexit deal   
Batch testing medicines if there's no Brexit deal   
Labelling tobacco products and e-cigarettes if there's no Brexit deal 

Department for International Trade  

Exporting controlled goods if there's no Brexit deal   
Trade remedies if there's no Brexit deal   

Department for Business, Energy & Industrial Strategy  

Workplace rights if there's no Brexit deal  
Civil nuclear regulation if there's no Brexit deal   
Horizon 2020 funding if there's no Brexit deal   
Nuclear research if there's no Brexit deal   
State aid if there's no Brexit deal   

HM Treasury  

Government's guarantee for EU-funded programmes if there's no Brexit deal   
Classifying your goods in the UK Trade Tariff if there's no Brexit deal   
Banking, insurance and other financial services if there's no Brexit deal   

Department for Environment, Food & Rural Affairs  

Producing and processing organic food if there's no Brexit deal   
Farm payments if there's no Brexit deal   
Developing genetically modified organisms (GMOs) if there's no Brexit deal   
Receiving rural development funding if there's no Brexit deal  

Department for Education  

Erasmus+ in the UK if there's no Brexit deal   

Department for International Development  

Delivering humanitarian aid programmes if there's no Brexit deal     

HM Revenue & Customs  

VAT for businesses if there's no Brexit deal   

Trading with the EU if there's no Brexit deal 
 

https://www.gov.uk/government/publications/uk-governments-preparations-for-a-no-deal-scenario
https://www.gov.uk/government/publications/uk-governments-preparations-for-a-no-deal-scenario
https://www.gov.uk/government/publications/how-medicines-medical-devices-and-clinical-trials-would-be-regulated-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/submitting-regulatory-information-on-medical-products-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/quality-and-safety-of-organs-tissues-and-cells-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/ensuring-blood-and-blood-products-are-safe-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/batch-testing-medicines-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/labelling-tobacco-products-and-e-cigarettes-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/exporting-controlled-goods-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/trade-remedies-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/workplace-rights-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/civil-nuclear-regulation-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/horizon-2020-funding-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/nuclear-research-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/state-aid-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/the-governments-guarantee-for-eu-funded-programmes-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/classifying-your-goods-in-the-uk-trade-tariff-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/banking-insurance-and-other-financial-services-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/producing-and-processing-organic-food-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/farm-payments-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/developing-genetically-modified-organisms-gmos-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/receiving-rural-development-funding-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/erasmus-in-the-uk-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/delivering-humanitarian-aid-programmes-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/vat-for-businesses-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/trading-with-the-eu-if-theres-no-brexit-deal
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Appendix 2: changes to existing EU rules. 
Existing EU rules will be converted into UK law at the moment of exit, with some changes needed to make sure the 
rules work in the UK.  These include; 

• Those medicines currently authorised for use in the UK under a licencing route overseen by the European 
Medicines Agency (EMA) are collectively known as Centrally Authorised Products (CAPs).  Broadly, Marketing 
Authorisations (MAs) for these products will be automatically converted into UK MAs.  Most medicines on the UK 
market already have a UK Marketing Authorisation (MA), and this will be unaffected by our exit from the EU.   

• After exit day, to market a product in the UK, an initial MA application will need to be submitted to the MHRA and 
will go through a national assessment. 

• New generic applications would need to be based on reference products that have been authorised in the UK. 
Existing MAs for generic products which are based on a reference product authorised in the EU would remain 
valid. 

• There will be a UK system for regulation of paediatric medicines in which the UK will ensure incentives remain to 
encourage such medicines onto the UK market. We will make provisions for a UK Paediatric Investigation Plan 
(PIP), including the deferral and/or waiver of the requirement for studies where appropriate as currently provided 
for in EU legislation. Details of this will be subject to consultation. 

• The government will consult on the proposed UK approach to the regulation of orphan medicines post-exit, 
including on incentives to encourage such medicines onto the UK market. 

• The MHRA will have primary responsibility for the conduct and oversight of all pharmacovigilance activities in 
relation to UK MAs, certificates of registration and traditional herbal registrations. The details will be subject to 
consultation. 

• The UK proposes to continue using, until further notice, the EU Good Manufacturing Practice and Good 
Distribution Practice guidelines, as issued under Article 47 and 84 of the 2001 Directive. 

• The government is currently considering its approach to the exhaustion regime (relating to intellectual property 
rights) and parallel imports (relating to non-counterfeit goods placed into circulation in one market, and then 
imported into a second market without the authorisation of the local owner of the intellectual property right). 

• For a time-limited period, the UK would continue to recognise the CE Mark on medical devices, which 
demonstrates their conformity with EU regulatory requirements. The future process will be subject to 
consultation.  

• Currently, post-market safety data is shared across all members of the European regulatory network for devices, 
and any disagreement can be escalated through regulator forums. If there is no deal, the MHRA would continue 
to perform national post-market surveillance of medical devices on the UK market, and able to take a national 
decision over the marketing of a device in the UK, regardless of the position of the European regulatory network, 
or any decision of the Court of Justice of the European Union (CJEU). 

• UK clinical trial applications will continue to be authorised by the MHRA and ethics committees as they are now. 
The UK ability to participate in multinational trials will also not change. We anticipate it will be necessary to have 
an individual based in the UK who has overall responsibility for the trial and can be contacted to discuss urgent 
issues arising in connection with a trial, for example urgent safety matters or trial suspensions. Transparency 
provisions are expected to align with those currently operating in the EU, subject to consultation.  

 


