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Introduction  

 

The United Kingdom (UK) voted to leave the European Union (EU) on 23 June 2016, 

with leave receiving 51.9 per cent of the referendum vote.  Having surveyed 

members in the aftermath of the vote, one of the key concerns raised was the 

possibility of delayed access to medicines which ensure that people living with long 

term conditions, disabled people and unpaid carers can live well.   

 

This paper aims to summarise the key points of the UK Government’s paper on 

regulation of medicines in the event that “no deal” is reached with the European 

Union (EU) before the UK leaves the EU on 29 March 2018. 

 

Regulations of Medicines, Medical devices and Clinical Trials1 

 

Medicines 

 

In the event of “no deal”, the Medicines and Healthcare products Regulatory Agency 

(MHRA) would take on the functions currently undertaken by the EU for medicines 

on the UK market. This would require changes to UK law, via the Human Medicines 

Regulations 2012 (HMRs).  The MHRA is planning a consultation in late 2018 to 

ensure that appropriate arrangements can be made for all possibilities. 

 

Key Implications identified by the UK Government of “no deal”:  

 

1. Most medicines on the UK market already have a UK Marketing Authorisation 

(MA), and this will be unaffected by exit from the EU. Medicines will continue to 

be authorised for use in the UK, EU centrally authorised products will 

automatically be converted into UK MAs on 29 March 2019.  

 

                                                      
1 How medicines, medical devices and clinical trials would be regulated if there’s no Brexit deal 
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/how-medicines-medical-devices-and-clinical-trials-would-be-regulated-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/how-medicines-medical-devices-and-clinical-trials-would-be-regulated-if-theres-no-brexit-deal


2. 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 

 

Medical Devices 

 

The UK will recognise medical devices approved for the EU market and CE 

(European Conformity)-marked.  

 

Key Implications identified by the UK Government of “no deal”: 

 

1. For a time-limited period, the UK would continue to recognise the CE (European 

Conformity) Mark on medical devices, which demonstrates their conformity with 

EU regulatory requirements.  

 

Clinical Trials 

 

The 2004 Regulations in respect to clinical trials will remain in force, modified using 

powers under the EU (Withdrawal) Act (EUWA). The UK will align where possible 

with the EU Clinical Trials Regulation (CTR) without delay when it does come into 

force in the EU.  

 

Key Implications identified by the UK Government of “no deal”: 

 

1. As clinical trials are currently managed nationally, UK clinical trial applications will 

continue to be authorised by the MHRA and ethics committees as they are now. 

 

Submitting regulatory information on medical products2 

 

The UK would no longer be part of the EU medicines and medical devices regulatory 

networks. The UK would have its own processes and systems to manage UK human 

medicines and devices regulatory activities. There would be a portal for submitting 

applications for approval, such as, marketing authorisation applications, clinical trial 

applications, device registration etc. communications and guidance on the new 

processes and systems will be provided ahead of March 2019. 

 

  

                                                      
2 Submitting regulatory information on medical products 
https://www.gov.uk/government/publications/submitting-regulatory-information-on-medical-products-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/submitting-regulatory-information-on-medical-products-if-theres-no-brexit-deal


Ensuring blood and blood products are safe3 

 

The EU Blood Directives would no longer apply to the UK. Arrangements for sharing 

blood, blood components and information with EU partners would be based on the 

UK’s status as a third country. Blood and blood components from the UK would 

continue to conform to the current EU testing requirements. These changes would 

not affect the safety, quality or supply of blood and blood components in the UK as 

the current standards would be maintained. 

 

Quality and safety of organs, tissues and cells4 

 

If there’s no deal, the EU Organ Directives and EU Tissues and Cells Directives 

would no longer apply to the UK. UK law already implements the EU directives, so 

the safety standards would not change. These changes will not affect the availability 

of organs or the safety or quality of organs, tissues and cells in the UK as the current 

standards will be maintained. 

 

The UK and EU countries would consider each other as third countries. The EU 

directives 2004/23/EC and 2015/566 allow for written agreements to be made to 

import and export tissues and cells for human use between EU countries and third 

countries.  

 

Batch testing medicines5 

 

There are different implications for the pharmaceutical sector, depending on whether 

they are selling human medicines onto the UK, EU or EEA market. In order to ensure 

continuity of supply in medicines however, the UK will continue to accept batch 

testing of human medicines carried out in countries named on a list set out by the 

MHRA.  

 

For human medicines manufactured in the UK, the UK will continue to require a UK-

based Qualified Person (QP) to certify the batch testing and to ensure compliance 

with the Marketing Authorisation and Good Manufacturing Practice (GMP) 

guidelines, before these medicines can be sold or supplied in the UK. 

 

  

                                                      
3 Ensuring blood and blood products are safe  
https://www.gov.uk/government/publications/ensuring-blood-and-blood-products-are-safe-if-theres-no-
brexit-deal  
4 Quality and safety of organs, tissues and cells 
https://www.gov.uk/government/publications/quality-and-safety-of-organs-tissues-and-cells-if-theres-
no-brexit-deal  
5 Batch testing medicines  
https://www.gov.uk/government/publications/batch-testing-medicines-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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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/quality-and-safety-of-organs-tissues-and-cells-if-theres-no-brexit-deal
https://www.gov.uk/government/publications/batch-testing-medicines-if-theres-no-brexit-deal


More information 

 

More detailed information can be found in the UK Government’s discussion paper 

“How medicines, medical devices and clinical trials would be regulated if there’s no 

Brexit deal” at: https://www.gov.uk/government/publications/how-medicines-medical-

devices-and-clinical-trials-would-be-regulated-if-theres-no-brexit-deal 

 

Further discussion of the implications of a “no deal” Brexit can be found on the UK 

Government’s website at: https://www.gov.uk/government/collections/how-to-

prepare-if-the-uk-leaves-the-eu-with-no-deal#regulating-medicines-and-medical-

equipment 
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