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Post-Brexit deal welcomed but leaves 
future relationship with EU far from 
settled

BY ROD MCNEIL

Rod McNeil breaks down the impact of the Brexit deal on healthcare in the UK, 
including medicines regulation, research funding, sharing of information and the 
ability to work abroad. 

A 
disorderly no-deal exit from 
the European Union (EU) was 
averted as both partners struck an 
eleventh-hour free trade deal on 

Christmas Eve last year that largely protects 
mutual interests, with a review planned in 
five years’ time (Figure 1) [1]. Although wide-
ranging, the trade deal is far from exhaustive 
and does not provide a full final set of 
rules for reciprocal trade and cooperation 
[2]. This leaves the door open for further 
coordination and discussions, leaving many 
hopeful that further bilateral partnership 
agreements will provide for improved 
outcomes going forward. 

The bad news is that the deal will diminish 
not just Britain’s economic ties to the 
continent, but also security, educational 

and human connections, observed Charles 
Grant, Director of the Centre for European 
Reform [3]. He described the trade deal 
struck by Boris Johnson’s government with 
the EU as “thin and economically injurious”, 
predicting that the British will search at 
some point for ways of building a closer and 
more fruitful economic partnership.

Undoubtedly, the UK’s future and its place 
in Europe remain unsettled, at least for the 
foreseeable future. 

The EU-UK Trade and Cooperation 
Agreement (TCA) governs the future trading 
and security relationship following the 
UK withdrawal from the EU (Table 1 and 
2) [1]. It creates a new economic and social 
partnership, including transport, energy and 
mobility, and establishes a framework for 

law enforcement and judicial cooperation in 
criminal and civil law matters. Also included 
is an overarching horizontal agreement 
on governance, overseen by a Partnership 
Council, allowing for cross-sector retaliation 
(e.g., imposition of tariffs) across different 
economic areas in case of violations of the 
agreement (Figure 2). 

While the trade agreement provides for 
zero tariffs and zero quotas on all goods that 
qualify, UK goods will need to meet rules of 
origin criteria to qualify for tariff-free access, 
i.e. exported products must have either 
been wholly obtained, or been subject to a 
significant amount of processing, in the EU 
or UK. The UK and EU will maintain separate 
regimes regulating human, plant and animal 
health. Both the UK and EU are obliged 

23/06/2016
The UK votes to 
leave the EU in 
referendum

29/03/2017
The UK formally
notifies its 
intention to leave 
the EU (Article 50)

29/04/2017
European Council 
adopts principles 
and guidelines for 
the negotiations

19/06/2017
Launch of formal 
negotiations on
the UK’s
withdrawal

23/03/2018
European Council adopts 
guidelines on the framework 
for a future relationship with 
the UK after Brexit

17/10/2019
EU and UK negotiators reach 
agreement on a revised 
Withdrawal Agreement & 
Political Declaration

Summer-Autumn 2019
Renegotiation of the Protocol 
on Ireland and Northern 
Ireland (under Prime Minister 
Boris Johnson)

25/11/2018
EU27 leaders endorse Withdrawal 
Agreement, including Protocol on 
Ireland and Northern Ireland, and 
approve the Political Declaration

08/12/2017
EU27 leaders agree “sufficient 
progress” made in withdrawal 
negotiations; agree to open talks on 
framework for future relationship

14/11/2018
EU and UK negotiators (under Prime 
Minister Theresa May) reach agreement 
on the Withdrawal Agreement & on a 
Political Declaration on future relationship

17/10/2019
EU27 leaders endorse 
revised Withdrawal 
Agreement and 
approve Political 
Declaration

30/01/2020
Ratification of 
Withdrawal 
Agreement is 
complete

02/03/2020
Launch of formal 
negotiations on a 
future EU-UK 
Partnership 
Agreement

25/02/2020
Council adopts a 
mandate for the 
negotiation on the 
future EU-UK 
partnership

EU-UK RELATIONS: 
From the UK referendum to a new Partnership Agreement

24/12/2020
EU & UK 
negotiators 
agree on draft 
Partnership 
Agreement

01/02/2020
The UK leaves the EU; 
start of transition 
period during which EU 
rights and obligations 
still apply to the UK

01/01/2021 
Transition period ends. 
Provisional application.
Once ratified, new EU-UK 
Partnership Agreement 
enters into force

Figure 1: EU-UK Relations: from the UK referendum to a new Partnership Agreement. 
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to carry out impact assessments of any 
changes to technical regulations. Both have 
agreed specific facilitations on medicinal 
products, motor vehicles, organics, wine 
and chemicals to streamline conformity 
assessment in these sectors.

Regulatory divergence for 
medicinal products and 
medical devices
Much to the dismay of the pharmaceutical 
and healthcare industry, in both Europe 
and the UK, the TCA does not contain a full 
Mutual Recognition Agreement (MRA), 
meaning that separate regulatory and 
oversight regimes will apply for marketing 
authorisations, CE marking, clinical trials 
and pharmacovigilance, for example. 

“One of industry’s key asks was for both 
sides to reach a MRA on batch testing and 
inspections,” said a spokesperson for the 
Association of the British Pharmaceutical 
Industry (ABPI). “Whilst the deal saw an 
agreement on the recognition of inspections, 
it is still our position that the EU and UK 
should go further and agree a full MRA 
which covers both. The UK is currently 
unilaterally recognising EU batch testing, 
and we believe this should be reciprocated 
whilst a full MRA is worked out.” 

Asked to comment on regulatory 
divergence and market access, a Medicines 
and Healthcare products Regulatory Agency 
(MHRA) spokesperson explained: “For 
medicines, Great Britain will operate to an 
initial legal framework that incorporates 

EU legislation into UK law. For devices, the 
existing provisions of EU law which are 
cross referred to in the Medical Devices 
Regulations 2002 are retained. For both 
medicines and medical devices, Northern 
Ireland will continue to follow to EU acquis 
under the terms of the Northern Ireland 
Protocol (NIP). However, the UK regulator 
will be able to take sovereign regulatory 
decisions to help evolve the UK legal regime 
to meet future UK needs, and to take 
regulatory decisions that will also apply 
directly in Northern Ireland, as long as those 
decisions do not conflict with EU decisions 
whilst the NIP applies.”

To help ensure continuity of supply of 
medicines and medical devices, the UK will 

Table 1: EU-UK Trade and Cooperation Agreement: key features.

A free trade agreement ensuring no tariffs or quotas on trade in goods, subject to complying with the appropriate rules of origin. 

Governance  provisions involving the establishment of a Joint UK-EU Partnership Council, which will oversee application and interpretation of 
the Agreement, with binding enforcement and dispute settlement mechanisms covering the economic partnership, involving an independent 
arbitration tribunal. 

Commitment to ensuring a robust level playing field by maintaining high levels of protection in areas such as environmental protection, the fight 
against climate change and carbon pricing, social and labour rights, tax transparency and state aid, with effective, domestic enforcement, a binding 
dispute settlement mechanism and the possibility for both parties to take remedial measures.

Joint management of fish stocks in EU and UK waters: 25% of the EU’s fisheries quota in UK waters will be transferred to the UK over a period of five 
years. After this, there will be annual discussions on fisheries opportunities. Compensation will be granted where one side does not grant access to 
its waters. 

A new security partnership providing for data sharing and policing and judicial co-operation but reduced compared to previous levels of co-
operation. Security cooperation can be suspended in the case the UK no longer adheres to the European Convention of Human Rights or enforces 
it domestically.

Continued UK participation in some EU programmes: Horizon Europe, Euratom Research and Training and Copernicus.

The Withdrawal Agreement remains in place, protecting amongst other things the rights of EU citizens and UK nationals and ensuring peace and 
stability on the island of Ireland.

Trade and Cooperation Agreement: Committee Structure 

Adapted from: The UK-EU Trade and Cooperation Agreement: governance and dispute resolution. Briefing paper number 09139. 16 February 2021. House of Commons Library. 

Figure 2: Governance structure overseeing implementation of the EU-UK Trade and Cooperation Agreement.
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unilaterally recognise certain EU regulatory 
processes for a time limited period.

One of the EU regulatory processes 
unilaterally recognised by the UK is 
automatic recognition of the decisions of 
the European Commission (EC) to authorise 
products under the Central Authorised 
Procedure (CAP) for two years. This will 
apply to most novel products and means 
companies who hold an EU Marketing 
Authorisation will be able to have their 
licence recognised by the MHRA and be 
provided with UK licences at a reduced fee 
with no additional assessment required. The 
working group on medicines will provide 
further guidance on this issue, which will be 
published in due course.

EU-UK future relationship: 
pharmaceutical industry  
perspective 
Discussing the impact of Brexit and the 
EU-UK trade accord, Koen Berden, Executive 
Director, International Affairs, European 
Federation of Pharmaceutical Industries 
and Associations (EFPIA), commented in a 
telephone interview: “The general view is 
that Brexit is not helpful given the integrated 
supply chains that exist between the UK 
and what is now the EU27. The UK was an 
important partner in the ‘global system’ of 
the pharmaceutical industry, both for R&D 
as well as for manufacturing, but also for 
regulatory drug evaluation and approval. 
That is and remains a challenge, alongside 
continuing uncertainty around the degree of 
participation as ‘third country’ for the UK. 

“In light of discussions that are taking 
place in Europe with respect to strategic 
resilience in the COVID-19 pandemic era, 
Brexit makes it more cumbersome to 
work between two partners who were 

previously much more integrated. On the 
positive side, we are pleased that the EU 
and UK concluded a last-minute free trade 
agreement, although the accord governing 
the future relationship lacks some important 
elements that we would like to see. 

“The big negative is lack of a MRA on 
batch testing, despite long-standing 
equivalence recognition. The EU has struck 
MRAs on batch testing with several trading 
partners such as the US and Japan, waiving 
batch testing on import by manufacturers 
for medicines and vaccines. Erecting 
additional barriers between integrated 
European partners impacts our overall 
competitiveness versus the US and China, 
for example. Moreover, the requirement for 
additional batch testing may delay patient 
access to medicines.” 

EFPIA welcomes the inclusion in the 
Brexit trade agreement of a pharmaceutical-
specific annex, providing a platform for 
cooperation on wider policy issues regarding 
medicinal products, and the creation of a 
Working Group on Medicinal Products. 

Mr Berden added: “We are happy with 
the living elements in the Brexit agreement 
and the commitment to explore further 
cooperation on regulatory standards and 
convergence. Our objective is to ensure 
that any potential disruptions to security 
of supply are minimised and, more 
generally, that unintended effects are 
resolved. Also, the phased-in approach 
for the Northern Ireland Protocol is 
important, as much-needed clarity is still 
lacking and it is important that the NIP is 
appropriately implemented.” 

The NIP refers to the special conditions 
that allow Northern Ireland to continue 
benefiting from the EU’s single market for 
goods and customs union. 

A key ask of EFPIA included continued 
alignment on data protection legislation 
between the EU and UK, access to relevant 
EU databases, including those supporting 
regulatory procedures, pharmacovigilance 
and security against falsified medicines, 
and a comprehensive sectoral adequacy 
assessment to support data transfers. While 
data adequacy is not included in the trade 
and cooperation agreement, a positive 
adequacy decision by the EU is expected. 

Accelerating COVID-19 vaccine 
manufacturing capability and improving 
access globally to approved vaccines remain 
key challenges and, notes EFPIA, experience 
from 2020 underlines the importance of 
removing export restrictions, preventing 
stockpiling and opening borders to ensure 
the safe supply of medicines to patients 
across Europe. The establishment by the 
EC of an export authorisation system for 
COVID-19 vaccines risks delaying and could 
jeopardise the supply of vaccines across 
Europe and around the world, EFPIA said.

Health and life sciences sector: 
priorities ahead
Alexandre Regniault, Partner at 
international law firm Simmons & Simmons 
and head of the firm’s Healthcare and Life 
Sciences sector, considered in an interview: 
“The impact of Brexit on the European 
health products industry generally is 
considered negative. It is difficult at this 
time to envisage a positive aspect, given 
regulatory divergence and the lack of a 
mutual recognition agreement, as well as 
loss of British expertise within the European 
Medicines Agency (EMA). On a positive note, 
the industry has had time to prepare for the 
anticipated divergence, but, nonetheless, 
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Customs: some new customs requirements in force 
from 1 Jan - arrangements phased in to July 2021
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Medicines: 12 month derogation of regulations for goods entering Northern Ireland from Great Britain

Medical devices: CE marks recognised for two and a half years in Great Britain (indefinitely in Northern Ireland)

Full UK import 
declarations required 
for all goods
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Data: Provisional data sharing agreement

Qualifications: Recognition of professional qualifications framework (ongoing)

EU decision on 
UK data adequacy

New NI medicines 
regulations phasing 

complete

Jan 
2021

Research: Association to Horizon Europe from Feb / March 2021

Freedom of movement ends for UK citizens and the new UK immigration system applies

Source: Adapted from the NHS Confederation European Office briefing: What does the new Brexit trade deal mean for the NHS? Webinar presentation 29 
January 2021.  

Post-Brexit trade deal: what will change and when? 

Figure 3: Post-Brexit trade deal: what will change and when? 
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Brexit represents an additional burden and a 
source of uncertainty.

“On the positive front, the last-minute 
Brexit trade deal provides the foundation for 
better and more in-depth outcomes beyond 
the many non-binding provisions set out in 
the global agreement.” 

Mr Regniault added: “In my opinion, 
priorities include addressing batch control, 
provision for a common foundation for 
intellectual property protection (including 
the Supplementary Protection Certificate 
system and Regulatory Data Protection) and 
market exclusivity for innovators. There is 
also no mutual recognition of notified bodes 
for evaluation and approval of medical 
devices, although EU CE marks will be valid 
through 30 June 2023.” 

Continued participation 
in EU science funding 
programmes excellent for 
international collaborations
The EU-UK TCA provides for the UK’s 
association to Horizon Europe after the 
adoption of the Protocol on Programmes 
and activities in which the UK participates. 
Once the UK becomes an Associated 
Country, UK participants will have the same 
rights as EU participants in all calls open to 
their participation.

The EC expects association to become 
effective in time for the signature of the 
first grant agreements under the new 
programme. This means that UK entities 
will be eligible to participate in Horizon 
Europe from the start. Even if association 

is not yet formally effective, the first 
calls for proposals will ensure that UK 
applicants are treated as if they were based 
in an Associated Country throughout the 
process, from admissibility and eligibility, to 
evaluation, up until the signature of grant 
agreements, which can only be signed upon 
the association becoming effective.

Given the UK decision not to participate in 
any financial instruments in Horizon Europe, 
the scope of the UK association to the 
programme does not include the European 
Innovation Council (EIC) Accelerator 
Fund. This means UK entities can apply 
for grants under the Accelerator but they 
will not be eligible for loans or equity. 
They can also participate on equal footing 
with entities from EU Member States 
and other Associated Countries in EIC’s 
Pathfinder component.

Sir Richard Catlow, Vice-President and 
Foreign Secretary of the Royal Society, 
described the deal as ‘excellent news’, 
providing a pathway for ongoing and close 
scientific partnership between the UK and 
EU [4]. He added that the new UK Shared 
Prosperity Fund, which will replace EU 
structural funds, can play a valuable role in 
supporting the UK’s innovation landscape 
in the future. The end of UK association 
to Erasmus+ was described as “a sad 
casualty of the deal”. 

Qualifications and mobility 
There is no mutual recognition of 
professional qualification but the deal 
provides a route for mutual recognition 
to be agreed in the future and the UK 

and individual EU member states may 
strike bilateral agreements on the mutual 
recognition of professional qualifications. 

Some 2268 European Economic Area 
(EEA) qualified doctors joined the General 
Medical Council’s register in the year to 30 
June 2020, a rise of 7.5% over the previous 
year. Following Brexit, the registration 
process for some doctors with non-UK 
qualifications has changed. Doctors with 
a relevant qualification from the EEA will 
have those qualifications recognised for 
registration, but subject to that evidence 
being independently verified. The 
registration status of any doctor already 
holding provisional or full registration in the 
UK remains unchanged. For a UK qualified 
doctor who wants to work in the EEA, most 
EEA countries no longer automatically 
recognise qualifications from the UK now 
that the transition period has ended.  

On a more positive front, the UK 
government’s ‘Global Health Insurance 
Card’, which will gradually replace the 
existing European Health Care Insurance 
Card, will continue to guarantee the rights 
of UK citizens to receive emergency and 
medically necessary healthcare when 
travelling in the EU. 

The NHS Confederation welcomed 
news of the trade deal, as it “should offer 
a measure of much-needed certainty and 
security for the NHS, our partners and our 
patients” and lays the foundation for future 
agreements (Figure 3). 

Table 2: How will Brexit and the EU-UK trade deal affect me?* 

Downside Upside 

•	 GB citizens lose the freedom to travel, work, study or reside in the 
EU for as long as they wish. 

•	 Manufacturers face added bureaucracy and checks at borders for 
customs, VAT, safety and security, plant and animal health, and 
much else. 

•	 Services companies lose access to the single market unless they set 
up subsidiaries within it. 

 •	 Industries and institutions accustomed to employing EU citizens 
will face challenges, with implementation of a new points-based 
immigration system for people wanting to come and work in the 
UK; not all will meet the entry criteria. 

•	 No mutual recognition agreement on conformity assessment, 
so the UK and EU will both have to assess that products are safe 
to be authorised and marketed in their territories; they will not 
automatically accept each other’s assessment. 

•	 Mutual recognition of professional qualifications has ended, 
although the UK will unilaterally continue to recognise EEA 
qualifications for up to two years, but no reciprocity with EU 
member states has been agreed yet. 

•	 British scientists will still be able to participate in EU-wide research 
and testing of new treatments and innovative interventions, with 
the UK participating as a ‘third country’ in the EU’s research and 
innovation programme.

•	 Zero tariffs or quotas and agreement to recognise inspections of 
manufacturing premises will limit disruption to patients accessing 
medicinal products by reducing duplication and cost in supply 
chains.

•	 Access to care when travelling in the EU will continue and NHS 
doesn’t need to implement new processes for recovering costs for 
treatment of patients from EU member states.

•	 Agreement to share information and to collaborate on tackling 
cross-border health threats will help the UK and its cross-channel 
neighbours to move quickly to implement coordinated public 
health protections.

•	 Establishment of a Working Group on Medicinal Products provides 
a platform for building more binding cooperation on wider policy 
issues, including regulatory standards and convergence.

*Adapted in part from: Grant C. CER Insight: ten reflections on a sovereignty-first Brexit. Centre for Economic Reform. 28 December 2020; NHS 
Confederation European Office briefing: What does the new Brexit trade deal mean for the NHS? Webinar presentation 29 January 2021.
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Politicians encourage Brits to 
take the long view as realities of a 
hard Brexit kick in
The EU is by far the UK’s largest trading 
partner, accounting for almost half (48%) 
of total UK trade in 2019, with the UK trade 
deficit with the EU running at £80 billion 
a year. The terms of the trade deal and 
any future provisions will therefore play 
a large part in determining the economic 
impact of Brexit. 

While the UK government has not 
published an impact assessment of the EU-
UK trade deal, unlike for its recent accord 
with Japan, it believes that it’s a good deal 
that allows GB to maintain access to the EU 
market while securing GB sovereignty. 

The Office for Budget Responsibility, 
based on analysis of external economic 
studies, estimated in November 2020 that 
a free-trade deal with the EU would leave 
Britain’s gross domestic product (GDP) 4% 
lower over the long run, compared with 
remaining in the bloc. Economic forecasts 
are grim, with GDP slumping by more than 
10% last year and Britain facing a period of 
low growth compared with its peers [5].  

“Britain will take several years to recover 
from Brexit and a worse-than-average 

COVID-19 experience,” opined Mr Grant 
from Centre for European Reform [3]. “It will 
be in permanent negotiation with the EU 
to improve the quality of their initially thin 
relationship. Yet if the country can overcome 
its Brexit culture wars, it has the potential to 
develop a successful global brand.”  
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