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ABSTRACT

EU laws have exerted a powerful influence on research, manufacturing, supply,
sale and procurement of the products on which national health systems rely.
Pre-Brexit, the UK was closely involved in the policy and operation of
regulations affecting these goods. Since Brexit, ideological polarisation and
the political salience of health during a global pandemic have driven a
rhetoric of competitive divergence. However, active UK policy divergence to
date is limited. It is unsettled whether the UK, as a small market in this global
industry, genuinely seeks a higher risk, more industry-friendly regulatory
paradigm. With regulatory and policy capacity also under strain, important
decisions have been delayed. The position of Northern Ireland remains highly
precarious, with negotiations ongoing on how to handle its unique partial
status within the single market. The UK’s attempt to remain within the EU’s
research funding programme has consequently been pushed into involuntary
divergence.
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Introduction

Few policy areas show the technical complexity and political challenges of
Brexit as effectively as pharmaceutical and medical device regulation. EU
laws have exerted a powerful influence for decades on research, manufactur-
ing, supply, sale and procurement of the products on which national health
systems rely. Each step across the whole life cycle of healthcare products,
from clinical trials to NHS purchasing, was substantially covered by EU law
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during the period of UK membership, and in many cases by EU governance
structures and institutions. While some funding measures discussed below
also existed, the methods of policy in the sector generally exemplified the
characterisation of the EU as a ‘regulatory state’ which uses rules, rather
than fiscal measures or ownership, to achieve its ends (Majone, 1997).

The concept of regulation discussed in this article is encompassed by its
definition by Black as ‘the intentional use of authority to affect behaviour
of a different party according to set standards, involving instruments of infor-
mation-gathering and behaviour modification’ (Black, 2022). This understand-
ing of regulation includes ‘hard law’, ‘soft law’, social norms, standards and
the market (for other understandings, see: Shleifer, 2005; Baldwin et al.,
2010; Baldwin et al., 2012).

As Great Britain approaches the end of two years outside the single
market, an important question for understanding these fields is how, and
why, the UK government has responded to its ability to depart from EU
laws. Most of these policies are now fully within the domestic powers of
the UK to change. A broad exception is that most relevant EU laws continue
to apply to Northern Ireland (NI) under the Protocol on Ireland/Northern
Ireland (hereafter the Protocol) signed as part of the Withdrawal Agreement
in 2019. However, a greater role for the UK system within NI is outlined in the
EU-UK Windsor Framework agreed in February 2023 (UK Government, 2023).

Before and after Great Britain’s exit from the single market, competing pol-
itical narratives counselled different approaches to this new policymaking
freedom. Advocates of Brexit emphasised divergence from EU laws and pol-
icies. Industry representatives argued that continued alignment was more
efficient, or the only approach immediately viable given the UK's actual pol-
icymaking capacity.

We use a framework of three possible regulatory orientations for the UK
after Brexit, and ask which the current situation best resembles. Are UK pol-
icies moving in parallel with those in the EU? Under this scenario, the UK
makes deliberate choices to stay in step with the EU. Active changes are
made, potentially under the political radar, to ensure that regulatory govern-
ance and content in the UK remain similar to or compatible with EU policies,
as they continue to shift and evolve. Or is the UK position divergent, where
policymakers make deliberate and different choices to those made within the
EU? These could be in terms of regulatory governance (using UK institutions
which inherit EU powers to make different individual choices, the ‘hardware’
of regulation (Armstrong, 2020), or in terms of regulatory content, where the
UK actually changes the substance of its laws, the ‘software’ of regulation
(Armstrong, 2020) away from those inherited).

Or is the UK, in fact, drifting? Here, UK politicians make few to no deliber-
ate choices, resulting in temporary alignment, followed by divergence when
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the EU updates or replaces regulatory content, institutional structures or
practices.

Whether the UK is acting in parallel to the EU, diverging from its policies, or
drifting, is important because the current strategies pursued by UK policy-
makers limit the UK’s future degrees of freedom. Parallel choices, in certain
instances, could involve the UK choosing bilaterally to retain mutual recog-
nition or alignment by agreement with the EU, with mechanisms for evol-
ution. Currently this is the case only in certain limited areas, but if a variant
of membership of the European Economic Area were to return as a viable
policy option, it would allow this robust form of continued alignment to
apply across nearly all relevant fields.

In the following sections, we discuss the concepts of regulatory alignment,
divergence and drift, then outline EU regulatory policies for healthcare pro-
ducts over the past decade and into the immediate future, to provide a base-
line against which to understand and measure UK choices. We then examine
the UK’s policy choices since EU law ceased to apply to Great Britain (GB) on 1
January 2021, also considering indications from successive UK governments
about their priorities over this period. Thereafter, we evaluate constraints
and pressures which have affected recent UK policymaking. Finally, we
assess where these choices have fallen against our three scenarios (parallel,
divergent, drifting), and what this indicates about the UK's orientation, as it
largely returns to holding full responsibility for healthcare product regulation
for the first time in several decades.

Regulation: parallel, divergent or drifting?

When and why does Brexit cause institutional and policy change and along
what lines? Regulatory alignment or divergence may be understood as
arising through hierarchies, coordinating networks or more diffuse modes
of governance (Armstrong, 2018). In ‘hierarchy’ mode, the reach of EU regu-
lation outside EU Member States is explained as occurring through formal
trade agreements (for example, with Switzerland, Vahl & Grolimund, 2006).
Outside the single market, Great Britain enjoys at least theoretical freedom
to diverge in many respects. In more diffuse (Borzel & Risse, 2012) conceptu-
alisations of Europeanisation (Bradford, 2012; Lavenex & Schimmelfennig,
2009; Young, 2015), and ‘de-Europeanisation’ (Cygan, 2020; Kassim et al,,
2021; Kassim et al., 2022), however, the reach of EU regulation is understood
as operating in ways which may involve alignment irrespective of hierarchy.
Alignment with the EU may be explained by the concept of ‘regulatory com-
petition’, whereby countries seek ‘optimal’ regulatory structures so as to
attract market actors (the much-disputed ‘Delaware effect’, Cary, 1974); prac-
tical ‘efficiency’ in regulatory capacity (Armstrong, 2020; De Maria et al., 2018);
or a desire to increase (or sustain) trade with the EU (Bradford, 2012; Jancic,
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2022; Prange-Gstohl, 2009). The non-hierarchical or practical pull of EU align-
ment should not be overstated (Falkner & Gupta, 2009), but it is undeniable.

Regulatory drift occurs when policies are not updated in the face of societal
change. Without reforms, existing policies, legal frameworks and/or insti-
tutions become a poor fit in the face of new challenges (Hacker, 2004;
Streeck & Thelen, 2005). Regulatory drift can happen as a result of path
dependency and institutional inertia (Esping-Andersen, 1999), or bureaucratic
turf wars. It can occur as a result of differential legal jurisprudence (Vidigal,
2018). But it can also be politically driven (Hacker, 2004), with partisanship
and ideological polarisation as significant contributing factors (Eisner, 2017).

In the case of UK health products regulation, disalignment is driven
exogenously by the pace and timing of changes in EU laws and policies
that are now outside of UK control. For healthcare products, underlying stan-
dards for safe and acceptable products and activity (‘regulatory content’) are
largely internationally standardised in fields such as clinical trials and medical
devices, though the demonstration of compliance varies, while in newer areas
such as data governance, they may vary between major jurisdictions. The
institutions and processes through which compliance is demonstrated and
decided (‘regulatory governance’) vary widely and are subject to significant
recent EU reforms. Outside the European Economic Area (EEA), by definition,
the application and enforcement of EU standards by UK institutions and
structures is excluded from being recognised by and within the EU. In
effect, in the choice of form of Brexit taken in the Withdrawal Agreement
and the EU-UK FTA, the UK was immediately forced to diverge in terms of
regulatory governance.

By contrast, the internal legal form of the UK's departure from the EU (the
European Union (Withdrawal) Act 2018) meant all relevant law (‘regulatory
content’) was generally retained as domestic statute, creating the immediate
default result of remaining parallel to the EU. Yet, unless the UK took active
measures to regain alignment, the active reform agenda of the EU meant
drifting away would become the default setting.

Although politicians were forewarned about the likelihood of regulatory
drift in the UK's life sciences sector (Fahy et al, 2020; Health and Social
Care Committee, 2018; Laurie, 2018), ideological polarisation in the UK
between leavers and remainers has incentivised recent governments to
emphasise active divergence from EU laws and policies in their political rheto-
ric. The Johnson, Truss and Sunak governments all stated that they hoped to
use regulatory divergence to improve efficiency or to compete with the EU
and other markets. In January 2022, the UK Government’s ‘Benefits of
Brexit" document emphasised an aggressive divergence agenda (Cabinet
Office, 2022). Johnson stated that a benefit of his proposed ‘Brexit Freedoms
Bill' would be ‘enhancing our public health system by reforming clinical trials
and medical devices legislation’ (Prime Minister's Office, 2022). Upon
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becoming Prime Minister, Sunak promised to review or repeal all laws on the
statute book by the end of 2023 (Parker, 2022).

This orientation towards divergence can be seen as rooted in a ‘policy
frame’ (Schon & Rein, 1995) prevalent within circles supporting Brexit, empha-
sising considerations of sovereignty as a good in its own right, and rooted in a
tradition of often heterodox economic and think tank analysis which sees
reduced regulation as a strong determinant of economic performance. In
contract, interest in alignment has been more prevalent among industry,
civil society and factions within Government associated with the leadership
of Cameron. It reflects a ‘policy frame’ focusing on facilitating trade and
investment through meeting the demands of business, and on securing con-
tinued supplies for the NHS, reflecting the almost universal findings from the
trade economics literature, and the analysis provided by the civil service.

Many aspects of regulatory governance for health products were immedi-
ately divergent post-Brexit, as Great Britain was excluded from the insti-
tutions and processes that carry out regulatory decision-making in the
internal market. The EMA is the highest profile example, relocating to Amster-
dam. GB-based ‘Notified Bodies’, private entities which provide quality and
safety assurance for medical devices, were also no longer recognised as
such by the EU. These changes meant that British and EU bodies could no
longer take decisions across the same geographic scope as previously.
MHRA, the UK regulator, took on power to approve a wide array of medicines
previously reserved to the EU level, including new treatments for cancer.

Outside of these areas, however, implementing ‘divergence’ has proved
difficult. Specific radical proposals floated in 2021 and 2022, e.g., fundamen-
tally diverging from EU data protection rules, and overriding rules on the fair
award of public contracts during a ‘crisis’, have been softened or dropped.
Little actually happened after the publication of ‘Benefits of Brexit'. As of
early 2023, the Retained EU Law Bill before Parliament would place a
‘sunset clause’ on all retained EU law at the end of the same year unless it
is specifically adapted or retained by the actions of Ministers. However, no
plans have been articulated to use it to remove or change regulations rel-
evant to health products. These inconsistencies reflect reported tensions
within the Conservative Party and the Government (Parker, 2022), where a
policy frame oriented towards divergence clashes with politicians and civil
servants who see evidence and mechanisms framing alignment as economi-
cally more beneficial.

Northern Ireland remains in a fundamentally different position, caught
between alignment and being partially returned to GB's largely static and
responsive rules. The UK government’s prolonged push to reassimilate the
NI medicines market with that of Great Britain, partly reflected in the 2023
Windsor Framework agreed with the EU, increases divergence from the EU
in this part of the UK, as is the case across trade in goods (Murray & Robb,
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2023). However, this represents a desire to recapture the status quo of easy
movement of medical supplies before Brexit, rather than a radical new
direction.

The following sections contrast changes in EU regulation with the UK's
regulatory response, highlighting areas where the UK remains in parallel
alignment with the EU, has diverged from EU policies, or is exhibiting regu-
latory drift.

EU healthcare product regulation

The EU has considerable regulatory competence for almost every stage of the
lifespan of a health product or innovation from invention to use in patient
care. This competence applies through (i) research and clinical trials, includ-
ing data protection, (ii) marketing authorisation, (iii) sale and supply, (iv)
‘health technology assessment’, determining whether products are efficient
enough to be publicly funded, and (v) procurement or purchasing.

In all of these areas, regulatory competence is formally shared with
Member States. EU law and practice, and the trade and institutions they
create, have a powerful effect on healthcare and biomedical scientific inno-
vation in EU (and EEA) Member States. The sector is an example of the ‘regu-
latory state’ paradigm (Majone, 1997) with this intensive regulation seeking
to achieve a very wide range of policy objectives while production and
supply remain almost entirely privately owned (although research and pur-
chasing often occurs in the public sector). This section provides a brief over-
view of those changing laws and practices.

Research

EU law plays a central role in regulating clinical trials in Member States, while
EU institutions and finance play an important part in biomedical research.
This research role is delivered through Framework Programmes, seven-year
initiatives which fund scientific work across a vast range of disciplines.
Aligned with the EU’s Multiannual Financial Framework periods, the last
such initiative, Horizon 2020, ran from 2014 to 2020: its successor, Horizon
Europe, runs from 2021 to 2027. Costing €95.5 billion, Horizon Europe
includes a cluster of research on health, as well as other initiatives widely
used by life scientists, such as funding for junior researchers to work in
other countries (European Commission, 2021c). While research priorities are
set by the EU, non-Member States can reach agreements to join as associated
members and their research institutions can bid for funds on the same basis.
The EU’s ‘structural funds’, which promote development and education in less
affluent regions, have also been a source of some investment in life sciences
in the UK, particularly in Wales, where they have funded medical and life
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sciences centres such as the Brain Research Imaging Centre Il in Cardiff
(Dayan et al., 2021).

On 31 January 2022, after EU law had ceased to apply in the UK, the EU’s
new Clinical Trial Regulation (European Union, 2014) entered into force, repla-
cing the 2001 Clinical Trials Directive. The main goals of this new legislation
are to provide higher standards, greater public transparency, a more favour-
able environment for conducting clinical research, and enhanced safety for
clinical trial participants (EMA, 2022a). The Clinical Trial Regulation came
after years of criticism of the previous system. Scientific and industry
bodies criticised high administrative burdens and costs as delaying trials
and making the EU a less attractive jurisdiction than the USA. Although the
Directive was supposed to introduce a single set of regulations, in practice
EU states implemented it in various ways (Hoey, 2007).

With this new system, the EU hopes to create a Clinical Trial process which
is more efficient, more transparent, and more consistent throughout Europe.
Synchronisation of assessment and supervision will take place via a new Clini-
cal Trials Information System (CTIS), maintained by the European Medicines
Agency (EMA) together with the EU Member States, EEA countries and the
European Commission. All new trials have been required to use it from 31
January 2023. This will allow for single applications for trials run in different
European countries and reduce administrative burdens for researchers and
pharmaceutical companies. Other parts of the new Regulation aim to facili-
tate patient recruitment, allow patients to learn about trials in the EU, stream-
line safety reporting, and ensure coordinated/faster authorisation of clinical
trials. The new system for clinical trials seeks to reproduce the European
advantages of scale and mutual recognition, long offered for manufactured
products, into the economic activity of research.

Clinical trials, like other research in the EU, must comply with EU data pro-
tection standards. These are primarily set out in the 2016 General Data Pro-
tection Regulation (European Union, 2016). This imposes many restrictions
on the holding and processing of personal data, and in particular ‘sensitive’
personal data which includes information on physical and mental health. In
most cases, the latter requires explicit consent for processing, although
there is an exception for urgent interests of public health. The EU is consider-
ing amending its approach here, learning from Covid-19, to better support
health ‘data altruism’ where patients or organisations give access to their
information to benefit care or research (European Commission, 2022).

Authorisation and approval

The EU regulates medicines by approving pharmaceutical products through
an extensive process of pre-market assessment, then regulating manufacture
and import of the products approved using different mechanisms.
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As is the established global practice, this process relies on clinical trials, fol-
lowed by an application for marketing authorisation (licence) submitted to
the regulator. The EU approach has a unique feature of different procedures
working at cross-national and national levels. Products that use a new ingre-
dient to treat certain major diseases, including cancer, and the ‘biological’
medicines made from living tissue which have played a dominant role in
recent innovation, must be assessed for authorisation at the European level
by the European Medicines Agency (EMA) through its Centralised Procedure.
Products using existing ingredients and traditional pharmaceutical pro-
duction are approved nationally, with each EU Member State having their
own national authorisation procedure. New types of products for any
disease may opt to use the Centralised Procedure.

Two other procedures, Mutual Recognition and the Decentralised Pro-
cedure, allow the duplication of national level authorisations across multiple
EU member states (EMA, 2020). The Decentralised Procedure entails author-
ising medicines in more than one EU Member State in congruence. This pro-
cedure can be used for medicines that are not required to use the Centralised
Procedure but that seek marketing authorisation in more than one EU
Member State. The Mutual Recognition Procedure allows a marketing author-
isation granted in one EU Member State to be recognised in other EU Member
States.

Medical devices span a vast array of non-pharmaceutical but regulated
health goods, from scalpels to pacemakers and robots. Some are disposable
and cheap; others among the most sophisticated of manufactured products.
Their authorisation is fundamentally different to medicines. As with clinical
trials, Brexit occurred partway through a shift to newer models of EU regu-
lation. Reforms were associated with widespread safety concerns, highlighted
in a series of scandals, most notably regarding Poly Implant Prothése silicone
breast implants found to cause toxicity. These incidents accentuated long-
held concerns that the EU was running a relatively forgiving system with a
bias towards suppliers over patients. The EU Medical Device Regulation
(MDR), adopted in May 2017 and entered into force in May 2021, seeks to
address these concerns (EU 2017/245). An accompanying In-Vitro Diagnostics
Regulation (IVDR) (EU 2017/746), covering products such as tests for infec-
tious diseases, is being introduced in stages over the next five years. The
new Regulations also seek to update policy to reflect the broader use of soft-
ware in devices and the greater ability to use data to monitor products on
sale.

As in other jurisdictions, the EU categorises medical devices into different
classes depending on how high risk they are before assessing their confor-
mity with requirements for reliability and safety. Higher risk products,
which have important or long-term effects on patients’ bodies, need to be
externally validated or audited to prove compliance. Conformity assessment
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is undertaken by one of over 70 privately owned ‘Notified Bodies’ in the
different Member States on a fee-for-service basis. A positive assessment
permits a manufacturer to stamp a device with the CE mark, signifying com-
pliance with the rules of the single market.

However, clinical trials of the type used for medicines are not necessarily
required. Changes under the MDR include broadening the range of products
for which clinical trials are required, raising and reinforcing the criteria for the
designation and oversight of Notified Bodies, and inclusion of certain aes-
thetic devices. Implementation of the MDR has been affected by the inability
of Notified Bodies to cope with an increased workload. An industry group
survey found that the majority of manufacturers intended not to transfer at
least some products to the new system, presumably due to delays and
fees: this would mean they are withdrawn from the EU market after 2024
(MedTech Europe, 2022).

The EU regulatory landscape is likely to evolve further. In 2021, the Euro-
pean Commission proposed a regulatory framework on artificial intelligence
(Al) (European Commission, 2021b). This would categorise most uses of Al as
a medical tool as ‘high risk’, requiring extensive transparency measures, risk
assessment and human oversight.

Regulating for safety and compliance in the market

For approved medicines, processes largely defined by EU Directive 2001/83
aim to regulate manufacture and supply to ensure products are safe and
that they comply with what has been approved. Crucial stages include
batch testing, where a sample of medicine production is tested to make
sure it is as it is supposed to be; Good Manufacturing Practice and other
forms of good practice, guaranteed by inspection; and regulated Qualified
Persons overseeing the release of medicines.

This approach allows the EU to reduce regulatory resources and offer sup-
pliers access to a large market without duplicating work. There is almost no
added regulatory cost to supplying across different Member States at the pro-
duction and supply side. The system is, however, some way short of a truly
single market in medicines due to the national level at which many authoris-
ations are still defined, and the very different decisions taken at national level
on which new medicines will be made available in the national health system
at what point in time.

The 2011 EU Falsified Medicines Directive (2011/62/EU) introduces new
dimensions of regulation at the wholesale and retail stages to prevent frau-
dulent medicines. Its key provisions include a unique identifier on each medi-
cine box which is activated and deactivated in line with legislation to ensure
traceability, and a device to prevent tampering. The Directive was not fully
implemented until May 2021, after the UK had left the EU.
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Under both the previous and current EU approaches to medical devices
regulation, the ‘conformity assessment’ process which allows a type of
device to be placed on the market is also connected to controls for safety
and compliance at the stage of production. The new Medical Devices Regu-
lation and In-Vitro Diagnostic Device Regulation introduce further require-
ments at this stage, including a traceability system with unique device
identifiers, introduction of an implant card, and strengthened post-market
surveillance, with more requirements for firms to regularly report back data
on the products they have placed on the market to a central EU system.

Purchasing and providing

Use and pricing of medicines within national health systems is conducted pri-
marily by Member States, though EU legislative acts do apply standards for
transparency (89/105/EEC) and support cooperation (2011/24/EU). Most
countries conduct ‘health technology assessments’ which calculate whether
a product improves survival or quality of life enough to be worth its price.

The recently adopted Regulation 2021/2282 will augment a very minimal
EU transparency requirement (Directive 89/105/EEC) with a European
approach while respecting ‘the exclusive national competence of Member
States’ to decide on prices and purchasing. It will result in ‘joint clinical assess-
ments’ at EU level to calculate the benefits of centrally approved medicines
and the highest risk devices, starting with medicines from 2025. Member
States must then ‘take account’ of these, along with the costs, when
making their national decisions on whether a product is worth funding.
The Commission will also support the exchange of information and reports
between Member States to save time and bring more expertise to bear in
the process (European Union, 2021).

The EU’s procurement framework for public contracts for goods and ser-
vices is governed by the 2014 Public Contracts Directive (2014/24/EU). The
Directive covers procurement of supplies and services through public con-
tracts, where the state purchases, leases or otherwise enters into commercial
contracts with or from ‘economic operators’ — private firms or other non-state
entities. The Directive aims to open up public contracts to suppliers from
other EU Member States, by setting procedural and transparency require-
ments which apply when public entities enter into contracts with private
suppliers.

Health services are able to qualify for the Directive's ‘light regime’ whereby
a higher threshold (€750,000) and more flexible measures apply for competi-
tive tendering open to all Member States. Alternatives to service procurement
are provided for by the Directive. Individual Member States have successfully
interpreted these rules to take some public services such as health out of the
remit of procurement. First, if a public authority controls its provider, it then
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no longer qualifies as an ‘economic operator’ covered by the procurement
rules (as might, for example, be the case in Scotland). Secondly, in a
‘qualified provider’ model, patients choose their care provider and money
follows them (as is widely the case in France, or for some services in England).

The United Kingdom response
Research

Associate membership of Horizon Europe was a UK objective, with varying
degrees of emphasis, from 2018 onwards. This means less input in setting pri-
orities, but continued access on a similar basis for institutions and research-
ers. Research is perhaps the clearest area in which the firmly pro-Brexit
Johnson government consistently accepted and even promoted the
benefits of continued alignment, possibly because, unlike regulation,
science funding was not seen in terms of sovereignty and competition.
Upon signing the EU-UK Trade and Cooperation Agreement (TCA) with the
EU in late 2020, the UK Government described association as ‘collaboration
on scientific research, fulfilling the Government’s manifesto commitment to
make the UK a science and research superpower’ (UK Government, 2020a).

This aspiration was blocked by the EU throughout 2022, collateral damage
from rancorous negotiations over the Ireland/Northern Ireland Protocol. Suc-
cessful UK applicants for European Research Council grants were given a two-
month ultimatum in 2022 to move to the EU or lose their funding. UK insti-
tutions currently are not eligible to lead projects or receive funding. This situ-
ation has been widely criticised as a blow for UK science, partly due to the lost
prestige and ability to attract staff and funders from these grants (Thompson,
2022). Despite this, the UK government adopted policies to replicate associ-
ate membership to some extent, committing to take overpaying successful
applicants to Horizon Europe (UKRI, 2022). In February 2023, with the
announcement of the Windsor Framework to update the Protocol, European
Commission President von der Leyern stated that she would be happy to
commence UK association ‘immediately’ following its implementation
(Vaughan, 2023). However, briefing to the UK press subsequently suggested
that the UK government was reconsidering its aim to accede, despite the
views of science bodies, in favour of trying to continue with a separate
system (Parker et al., 2023).

The UK has replaced the Structural Funds with a domestic UK Shared Pros-
perity Fund for regional development funding, which has a remit covering
research although primarily in the context of supporting small business.
There has been a commitment that devolved UK countries, including Wales
which historically particularly benefitted from the Structural Funds, will get
at least equivalent funding under the new approach, but the Welsh
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Government has argued that this pledge has been broken by miscounting EU
funds across the spending period (Dayan et al., 2021).

Through 2022 the MHRA held a consultation on proposed reforms for the
clinical trials system in Great Britain. These are largely a project of re-align-
ment with the reformed EU system, coupled with some specific responses
to competitiveness challenges the UK now faces outside of the EU. Like the
new EU measures, the MHRA's proposals set out maximum timeframes for
decisions and responses. They create lighter-touch regimes for less risky
trials, and look to increase transparency by publishing trial data as a
default. However, they adopt different strategies for competitiveness, reflect-
ing an inability to reduce duplication across countries as the EU approach
does. The MHRA seeks to make the UK a competitive place to launch trials
by combining ethics and research approval. Documents published at the con-
clusion of the consultation emphasised somewhat shorter turnaround time
commitments than those set out by the EU (MHRA, 2023). There is also a con-
trasting approach to safety notifications. Whereas the EU regulation imposes
obligations to notify Member States and regulators on safety incidents, the
MHRA proposal requires fewer reports and notifications when a safety inci-
dent occurs. The major steps here were reiterated as policy in the Govern-
ment’s response to consultation responses, despite several measures being
disagreed to by a majority of those who replied to the exercise (MHRA,
2023). Risk assessment for the ‘Good Clinical Practice’ stage is also to be
amended to look at projects as a whole.

NI continues to follow the EU’s 2014 Clinical Trials Regulation under the
Protocol.

Data protection offers one of the clearest routes for a non-EU member
to seek alignment and mutual recognition, and the UK has so far taken
advantage of this. In June 2021, following interim decisions, the Euro-
pean Commission agreed to grant ‘adequacy’ status (European Commis-
sion, 20271a). This status recognises other jurisdictions which meet
standards of protection, rule of law, supervision and international com-
mitments set out in the General Data Protection Regulation (EU 2016/
679), and allows data to flow back and forth with the same ease, and
under essentially the same protections and requirements, as it did
during the period of EU membership. The grant of it to the UK reflects
its continued use of the GDPR as retained law. However, the Commission
took the unusual step of giving this status an expiry date of four years
(European Commission, 2021b), possibly reflecting concerns raised
about divergence in the UK and about its provisions allowing security
services to access personal data.

Various parts of the UK government have at different times signalled an
interest in divergence and begun processes to diverge, though with mixed
messages about the size of the change and whether it would result in
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giving up adequacy status. The 2021 Taskforce on Innovation, Growth and
Regulatory Reform (TIGRR, 2022) commissioned by Johnson suggested
removing basic consent mechanisms of GDPR. However, the UK Data Protec-
tion and Digital Information Bill ultimately brought forward in 2022 under
Johnson proposed a relatively specific set of changes. Government ministers
reassured MPs that ‘the Bill seeks to retain our data adequacy decision so
businesses can trade freely’ (UK Parliament, 2022). During his campaign for
Conservative Party leadership, Sunak claimed ‘the EU’s Byzantine rules are
preventing British tech companies from innovating’, and that he would
‘remove’ its ‘burdens’ (Sunak, 2022). Following the ascension of Truss as
Prime Minister, shortly succeeded by Sunak in October 2022, the Bill was
parked. At the time of writing its fate remained unclear.

Authorisation and approval

Exit from the single market enables the UK to diverge in medicines authoris-
ation with one significant limit: Northern Ireland remains for now subject to
the EU system, with some allowances and alterations, under the Protocol on
Ireland/Northern Ireland included in the Withdrawal Agreement. Even this
would be altered under Article 4 of the new EU Regulation proposed as
part of the 2023 Windsor Framework, which would mean that within a con-
tinuing framework of EU law, UK authorisations would determine medicine
availability within NI (European Commission, 2023).

At present, Great Britain is still following inherited EU medicinal authoris-
ation regulation and no clear proposals have yet emerged for changing this.
MHRA operates a ‘reliance route’, accepting EMA decisions on cutting-edge
and novel drugs covered by the centralised procedure. This approach is
similar to that adopted by other regulators outside the large US and EU
markets, such as Singapore’s Health Sciences Authority. MHRA continues to
accept the decisions of individual EU member states through processes mir-
roring those of the EU.

While divergence in regulatory content remains limited, divergence in
regulatory governance has occurred. MHRA is now discharging duties for
Great Britain which previously sat with EMA, and as such it takes different
decisions and is able to create different types of initiatives with other
global and domestic bodies. MHRA has approved some products that have
yet to be approved by EMA, and vice versa, such as COVID-19 vaccines. In
the initial emergency use approval of Pfizer's MRNA vaccine in 2020, MHRA
approval occurred while the UK remained subject to EU law. Indeed,
despite claims to the contrary by then Health Secretary Hancock, MHRA
approval occurred under Regulation 174 of the 2012 Human Medicines Regu-
lations, which make Article 5 of the 2004 EU Human Medicines Directive UK
law (MHRA, 2020).
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The later approval of the first bivalent COVID-19 booster vaccine in August
2022, however, did rest on divergent regulatory governance, with the UK
approving this before the EU - at least for Great Britain. Northern Ireland
again received authorisation through the emergency mechanism compatible
with EU law, to which it remains subject (MHRA, 2022b). The EMA has sub-
sequently approved the vaccine.

The UK is not included in the EU’s HTA Regulation, and has made no com-
parable attempts to conduct joint assessments with other countries. The UK
introduced the Innovative Licensing and Access Pathway (ILAP) in March
2021. This initiative brings together MHRA and the bodies that conduct
Health Technology Assessment (HTA) to decide whether medicines are
cost-effective enough for the National Health Services in Scotland, England
and Wales. The aim of the ILAP is to speed up licencing (‘authorisation’)
and access to medicines, by carrying out each process contemporaneously.

This sort of cooperation is compatible with EU law, under which a pre-
viously existing Early Access to Medicines Scheme operates permitting the
use of innovative medicines ahead of authorisation. The EMA also operates
the PRIME scheme for rapid assessment of medicines targeting unmet
needs (EMA, 2022b). However, ILAP does do something that would be hard
to achieve for the EU, where approval processes are largely led by EMA
and cost-effectiveness processes by national authorities. In this specific
area, the UK has used divergence in regulatory governance to create a
different, potentially improved, process.

In March 2023, the UK Chancellor of the Exchequer announced that MHRA
‘is exploring partnerships with trusted international agencies, such as in the
US, Europe and Japan, to provide simple, rapid approvals for medicines
and technologies that have received their approval from 2024’ (HM Treasury,
2023). This appears to signal an acceleration and expansion of the existing
policy of accepting EU approvals. The announcement was in response to a
formal letter from the UK Government Chief Scientific Advisor stating that
‘access to innovative medicines in the UK can contribute directly to poor
health outcomes including survival rates for certain types of cancer, and
there are areas where the UK is slower than the EU average’ (Chief Scientific
Advisor, 2023). We found similar signs across innovative medicine generally in
a recent report (McCarey et al.,, 2022). The Chancellor at the same time prom-
ised a ‘swift approval process’ from 2024 for specific fields, mentioning cancer
vaccines and Al therapeutics.

GB has effectively been lagging in regulation for medical devices in com-
parison to the EU (Dobson, 2021). Current Great Britain legislation reflects the
EU’s old Medical Devices Directive (MDD 93/42/EEC) and the In-Vitro Diagnos-
tic Medical Devices Directive (IVDD 98/79/EC), which represented alignment
only at the moment Great Britain left the single market. The UK is conse-
quently running in essence an old version of EU legislation, without the
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updates to increase safety and consistency, or the reclassification of new and
higher risk products as discussed above. The UK currently continues to accept
EU conformity assessments.

Recently, MHRA announced a response to improving regulation regarding
medical devices in the UK (MHRA, 2022a). EU CE marks under the new MDR
will continue to be accepted for five years. This is the outcome of significant
ongoing policy and political negotiation and tension. The UK government
initially refused on general principle to countenance extension for medical
devices or other products, with a minister telling the House of Commons
that ‘there are no plans to extend the recognition of CE marking on the GB
market, as this would mean recognising EU regulations, even where there
is divergence’ (Hansard, 2021). The industry body ABHI campaigned against
this, warning that ‘This deadline if applied, runs the risk of reducing or limiting
medical product availability in the UK, and as a consequence, potentially
increasing associated patient safety issues’ (ABHI, 2021). As in other areas,
industry interests and the short-term needs of patients and the NHS won
the day.

MHRA also set out a UK agenda for regulation reflecting an earlier consul-
tation: as of November 2022, the statutory introduction of these appears to
have been delayed. Close reading and analysis of the proposals suggests
that the UK is aligning the new medical device regulation for Scotland,
England and Wales very closely with the EU’s new regulation. The primary
direction of any aspects of divergence is in allowing alignment with USA
regulatory governance and content, rather than taking an independent
direction.

Medical devices will be reclassified, largely aligned with the EU Regu-
lations. Strengthened post-market surveillance requirements will be intro-
duced, including timelines and the principle of sporadic safety reports.
Traceability of medical devices will also be improved, via introducing
Unique Device Identification and registering of devices, as under the EU
Regulations. Further there will be a requirement for UK manufacturers and
responsible persons for non-UK manufacturers to have a ‘Qualified Person’
meeting standards for regulatory compliance, analogous to the Person
Responsible for Regulatory Compliance created in the EU Regulations.

Multiple other analogous measures mean that new medical device regu-
lation in the UK will very closely resemble the EU (Van Ramsdonk & Hill,
2022). However, there are some differences. Classification will be based on
global standards rather than those in the EU. An accelerated approval
route will allow the UK regulator to accept approvals from different regulators
globally, not only the EU. MHRA will also offer certificates for the Medical
Device Single Audit programme, designed to transfer approvals across a
set of non-EU countries including the USA. Perhaps most significant is a
pre-approval route for innovative devices such as software as a medical
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device or devices using artificial intelligence or machine learning. This is ana-
logous to conditional approval for medicines (Dennis, 2022), and is intended
to offer a fast and competitive route to launch products in the UK, even as the
evidence normal approval would require is gathered.

NI, meanwhile, is following the EU system as described above, including
the 2017 Regulations which never applied in Great Britain. The recent agree-
ment will not alter this (UK Government, 2023). MHRA acts as the regulator
within Northern Ireland, but under Article 7 of the Protocol, a Northern
Irish device destined to be shipped across the EU needs to obtain a CE
mark from a regulator in an EEA country (UK Government, 2020b).

Regulating for safety and compliance in the market

The UK system for medicines on the market, like those elsewhere including
the EU, requires suppliers to follow good manufacturing practice (GMP) or
analogues for imports, based on inspections, and to carry out batch
testing, which involves examining samples of medicines to ensure they
comply with what has actually been approved. On the whole these processes
are globally standardised, which means that there can be mutual recognition
between, for instance, the USA and the EU. Under the EU-UK TCA, GMP con-
tinues to be mutually recognised, but batch testing is not. The UK continues
to accept EU batch testing, but the EU does not accept Great Britain batch
testing, despite there being no divergence in regulatory content. Conse-
quently, batch testing of medicines in Great Britain has become less attractive
for manufacturers.

Although medicines are not subject to tariffs, medicines moving between
Great Britain and Northern Ireland face several regulatory barriers under the
Protocol. Because Nl is effectively part of the single market for nearly all medi-
cines regulations, it is not notionally permitted to batch test products in Great
Britain for sale there. Along with the divergence in authorisation discussed
above, this is of particular concern to the NHS in Northern Ireland, since
around 80 per cent of medicines used there come from Great Britain. Many
of those working in the health sector in Northern Ireland see it as ‘absolutely
unacceptable’ for a medicine to be available in Great Britain, but not Northern
Ireland (McCarey et al., 2022b).

While medical product regulation has not been an emphasis of political
rhetoric in Great Britain, the question of medicines trade between Great
Britain and Northern Ireland has been intensely politicised. Prime Minister
Johnson reportedly cited this specific issue during a G7 speech as a reason
to take action suspending elements of the Protocol (Phillips, 2021), a threat
later supported by legislation and resulting in a prolonged crisis in EU-UK
relations. The EU attempted to ease movement of medicines between
Great Britain and Northern Ireland by unilaterally adopting a Directive and
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a Regulation in April 2022 (European Union, 2022). Under these rules, batch
testing in Great Britain can be accepted for medicines for the Northern
Ireland market, but only so long as the UK ensures that medicines tested
are not allowed to enter the EU’s single market, especially Ireland. The
2023 Windsor Framework, yet to be fully adopted, sets out more radical
changes, including a permanent exemption on batch testing (European Com-
mission, 2023).

The control of the sale of fraudulent medicines is an area of divergence.
Since the 2011 EU Falsified Medicines Directive was not fully, formally
implemented until Great Britain left the single market, it does not apply
there. It does apply in Northern Ireland where the threat of having to deacti-
vate and reapply unique identifiers and anti-tampering devices on each
medicine box when shipping via Great Britain was viewed with concern by
industry and health service officials (Dayan et al.,, 2022). Patients in Great
Britain are thus considerably less well protected against fraudulent medicines
than in the EU. This may in future extend to Northern Ireland as well, as it
would be fully exempted from the FMD under the 2023 regulation proposed
as part of the Windsor Framework (European Commission, 2023).

Purchasing and providing

The UK is currently aligned with the EU for procurement of goods and ser-
vices. The 2015 Public Contracts Regulations implement and mostly trans-
pose the 2014 EU Directive (Public Contracts Regulations, 2015) including
the light-touch regime for services. Health-related goods are procured both
through central agencies in Wales, Scotland, Northern Ireland and England,
and by providers and pharmacists. Other goods, and services such as clean-
ing, are procured by bodies providing healthcare, e.g., NHS Trusts in England.

However, in 2019, the UK Government announced it would reform and
streamline this framework, arguing that Brexit provided the opportunity to
cut back on cumbersome and costly competition procedures (UK Cabinet
Office, 2020). There is potential for improvement in this area as the heavy
use of contract awards within the NHS, combined with the theoretical inde-
pendence of NHS trusts, brought a particularly large proportion of health
system activity under EU procurement rules compared to other EU countries.
This represents an unusual area in which specific interest in a changed
relationship with EU regulation was quite widespread even before Brexit
within the NHS. The King’s Fund in a 2015 paper noted that ‘the opposition
is not alone in wishing to tear up the current rule book'. It concluded that a
different approach to managing the English NHS could have altered this
picture within existing EU law (Collins, 2015).

The appeal of legislative divergence may primarily be that it enables clini-
cal NHS services to be removed from these procurement requirements
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without the embarrassment, for a Conservative government, of unpicking
some of the trappings of marketisation which give it the appearance of
being a competitive market (Dayan et al., 2021).

A Procurement Bill, applying only to England and Wales, was introduced to
the House of Lords in June 2022, containing both the ‘light-touch regime’ (s.8)
and the power to be disapplied by Ministers via regulation, where health ser-
vices or goods procurement is concerned (s.111). Meanwhile, the 2022 Health
and Care Act disapplied the relevant section of previous legislation, and
carved out a power for the Secretary of State to create standalone regulations
and accompanying guidance for the procurement of specific NHS services
and ‘other goods or services that are procured together with those health
care services' (s.79.1), ostensibly to improve integrated commissioning.
These regulations would be the subject of a new ‘Provider Selection
Regime’ (Health and Care Act, 2022) revoking the current 2013 National
Health Service Patient Choice, Procurement and Competition Regulations,
n.2. This proposed divergence has raised concerns about excessive discretion
and poor accountability, because of the lack of clarity in proposals, the result-
ing potential for subjective judgement in awarding contracts, and the
removal of existing avenues for legal redress. In the absence of clear, new
options for legal redress and removal of redress options at EU level, judicial
review would be the only available recourse; the hurdle to prove procedural
unfairness or excessive use of an authority’s powers is very high. A substan-
tive amount of detail on the mechanism for award decisions as well as for
legal challenge and notice periods is left to statutory guidance - as
opposed to future regulations - that has yet to be produced. This runs the
risk of making challenge harder (especially for smaller providers) and redu-
cing accountability for poor performance. It does not appear that the final
legislation and regulation will be in force before well into 2023.

Original proposals for the Bill included an option for direct awards of con-
tracts in times of ‘crisis’ that was the subject of criticism from transparency
advocates (Transparency International, 2021). During the COVID-19 pan-
demic, some UK procurement contracts were seen to be untransparent,
ineffective, and potentially dangerous, notoriously for purchasing PPE
(NAO, 2020). Following criticism (Hansard, 2022), the Procurement Bill
now states that the award must be necessary to ‘(a) protect human,
animal or plant life or health, or (b) protect public order or safety’, and
that this must be justified by [strict necessity] for reasons of ‘extreme and
unavoidable urgency’, where a competitive tender cannot take place
(s.39, Sch.5,13).

The House of Lords also amended the Bill to explicitly include the NHS in
its remit, defeating Government. Reflecting the debate discussed above,
peers voiced concerns that detail was lacking on what the Provider Selection
Regime and the Bill would apply to and how, and that no impact assessment
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had been conducted on the interplay of these two concurrent sets of rules for
the NHS, as well as about the still-unspecified nature of emergency exemp-
tions from competitive tenders (HL Deb, 28 November 2022, vol.725,
col.1576 —1600). A new clause reintroducing a Ministerial power to selectively
disapply the Bill with respect to procurement by NHS England through Regu-
lation was added at Committee Stage (Procurement Bill Deb, 31 January 2023,
col.1-10). It is intended to enable and clarify the interaction between the Bill
and the new Provider Selection Regime. The Bill will continue to be debated
and potentially amended.

Finally, the new regime could potentially regain some control from larger
private providers with stronger legal teams. However, it could also fragment
the procurement landscape and further complicate it. The Competition and
Markets Authority raised the risk of bid-rigging — another costly practice
(OECD, 2012) - if the new system were poorly designed (CMA, 2021).

Parallel, divergent or drifting?

The UK's policy response as described above varies by policy area, containing
elements of parallel alignment with the EU, some limited divergence, and
much drifting. In each case, the complexity of healthcare products regulation
will make it difficult for outside observers to keep track of changes in any-
thing more than a superficial way.

Some of the UK policies described above show a parallel regulatory
orientation. On data protection, the UK has sought and accepted data ade-
quacy status, recognising EU data protection standards. Prospects for
radical divergence in the foreseeable future have been held out but appear
limited. Regarding clinical trials, UK policy for a long-term system creates
the appearance of divergence but substantively, proposals under consul-
tation seek to align with new EU standards. There is micro-level tweaking
of regulatory standards, seeking to be marginally quicker and easier, but
on a broader level, the direction of travel is essentially aligned with the EU
approach.

For medicine authorisations, the ‘reliance route’ reflects a conscious choice
to remain aligned by accepting EU approvals. There appears to be a current
commitment to even more rapid automatic transposition of EU decisions. The
UK applies the same standards and processes as the EU but tries to apply
them quicker and more efficiently — with success only in specific areas. It is
aligned in regulatory content but operationally seeks competitiveness advan-
tages through changes in governance which have shifted powers to the
national level. Of course, there is no benefit in terms of access to the EU
market: the EU does not accept UK authorisations. On medicine supply, the
UK chose continued alignment with the EU on good manufacturing practice,
with mutual recognition supported by a joint committee to deal with issues
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and divergence, and to some extent on batch testing where it recognises EU
tests even without any reciprocity.

For medical devices, the UK will continue to recognise CE marking for at
least a further five years. This is described as short term only, perhaps for ideo-
logical reasons, but the MHRA's reform proposal is deliberate parallelism in
the medium term. Some tweaks appear to superficially sound divergent,
for example emphasising ‘global’ not ‘EU’ standards when these are essen-
tially the same. But there are also some elements of intentional competitive-
ness enhancing divergence (see below). And in 2019, the UK agreed with the
EU a path of very extensive continued alignment for Northern Ireland across
nearly every relevant area, although grace periods, unilateral EU actions and
potentially the recent Windsor Framework place it increasingly under diver-
gent UK approaches.

Some choices demonstrate divergence. In medicines licencing, ILAP is
trying to link MHRA and NICE requirements. In this regard, it is an active diver-
gence strategy taking advantage of the concentration of competencies at a
single level. The EU may be seen as exploring the same concept by trying
to shift responsibilities for technology assessment to an EU level, though
this is a very slow process. The announcement of a new ‘swift approval’
route for the UK in early 2023 on the face of it implies further divergence,
but with detail lacking it may simply involve an attempt to address the
MHRA's problems with understaffing and underfunding following Brexit.

In procurement, the UK currently retains EU law, but new reforms are on
the horizon. Although a new Bill has been introduced, many key details
will be left for later guidance, and it is unclear whether the new regime
claimed as ‘divergence’ for clinical services contracts would have been essen-
tially possible anyway under the EU system through changing definitions.

In clinical trials, while the MHRA can be seen as aligning more with the new
EU regulation in many respects, its proposals do contain some areas of
genuine divergence. The proposals for a UK medical devices regulation also
contain some areas of meaningful divergence, including the proposed con-
densed trial process. Most substantive may be the UK's expanded partici-
pation in the multinational MDSAP programme, and its proposals to
cooperate globally with other jurisdictions. These reflect divergence primarily
in the direction of alignment and cooperation with other trading powers, led
by the USA, rather than an independent path for the UK. The Procurement Bill
currently before Parliament would introduce some different approaches to
the inherited EU law. However, one of the more radical proposals around
powers during ‘crisis’ has been considerably softened following criticism.

For Northern Ireland, insofar as certain elements of divergence have
occurred in medicines licencing and may do in medical devices, the UK Gov-
ernment’s preferred option of UK regulation optionally applying in Northern
Ireland, partially realised in the Windsor Framework, would create divergence
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from the EU approach which it currently applies, albeit with many exemp-
tions and grace periods.

Other areas show regulatory drift as EU policies change more rapidly than
UK decision-making. Pending the changes proposed by MHRA, Great Britain
continues to use the previous system of clinical trials. Ironically, moving away
from this, as the EU has now done, was perhaps the instance of divergence in
health regulation which was most consistently raised as an opportunity from
Brexit. The UK has not passed any new law on falsified medicines, similar to
the EU FMD or otherwise.

In some areas policy is unclear because the UK has either not acted or has
not fleshed out the details of new policy. Great Britain currently operates
under the old model of the EU’s approach to authorising medical devices,
and will until new legislation is passed domestically. As a consequence of
negotiations on the Northern Ireland Protocol and thus no UK participation
in Horizon Europe, the UK has been involuntarily forced into attempting to
continue funding streams and processes domestically. And the UK currently
has no equivalent to the Falsified Medicines Directive system. In Great Britain,
this was partially implemented before being removed. In batch testing and
other aspects of regulatory compliance, the UK continues to use retained
EU law without meaningful changes in content, and to recognise EU tests.
The EU has also not moved away from this position, but does not recognise
UK tests.

Finally, some areas have the potential for drift, but drift has not occurred
because EU policies have not changed. The EU’s role in health technology
assessment is a good example. The UK is not required to use the single set
of criteria set out in the new regulation to assess evidence, but no policy
changes have been made in the UK in terms of what the national health ser-
vices are willing to purchase in comparison to the EU, or vice versa. There is
not meaningful divergence here, but also not really drift: the EU has not
moved away from where the UK is because of the nature of the EU regulation.

The diagram below illustrates, for medicines and medical devices in Great
Britain, the current position of divergence, drift and parallelism across the
regulatory pathway. The wide variety in different orientations can be
clearly seen, as well as the limited degree of divergence. Fields where the
UK has published policy documents indicating an intention to diverge or to
remain parallel to the EU, but has not yet done so, are shown as mixed.
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Discussion: constraints on UK policymaking potential

On paper, if we think of regulation through hierarchy, policymakers in
London operate with considerable control. They now have few international
commitments for most areas of healthcare product regulation. With a centra-
lised state and a Parliamentary majority, the means for a radical overhaul are
at hand. There is no legal or procedural barrier to prevent the Government in
Westminster from entirely redesigning or eliminating almost any medicine or
medical devices regulation applying to Great Britain. An aggressive and
proactive strategy of competing by removing requirements nearly every
developed country has — or indeed a strategy of imposing significantly
more stringent requirements — could have been pursued. Alternatively, the
UK could have reacted to each change in EU law to dynamically mirror its
larger neighbour.

Yet in reality, and thinking of regulation as operating through more diffuse
mechanisms as the complex picture above suggests, the UK government
operates with far from a free hand. Ministers and officials are caught
between several competing priorities, differ among themselves in ideology,
assumption, and policy framing, and work in a world of competing policy
actors whose grievances in many cases predate leaving the EU.

Since Brexit, several political divisions on these issues have been created
both by clashes of objective interests, and, overlapping these, by differences
of ideology and understanding. One source of conflict relates to the UK’s
competitiveness as a jurisdiction in which to operate and supply medical pro-
ducts. The Protocol means that Northern Ireland is at least for now a different
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jurisdiction for medical products. It lies significantly outwith the ability of UK
policymakers to take policy decisions, and yet the UK government retains
moral and political accountability for outcomes in medicine supply and in
economic competitiveness. Northern Ireland faces costs from remaining in
the single market while its main source of pharmaceuticals, Great Britain,
has left. The Windsor Framework brings it into partial alignment with Great
Britain to resolve this. But it may also raise the costs of any further divergence
in the rest of the UK, as in order to meet the requirements of the agreement,
UK processes must be compatible with EU law.

Even if the UK remains completely aligned to the EU market in regulatory
content, the end of mutual recognition at multiple stages of regulation
means in the immediate term higher costs and greater burden on research-
ers, producers and importers. The need to go through a different process for
access to the UK market, because different bodies are responsible, makes it
less attractive and the UK a smaller global player. Simple drift at least does
not worsen the situation, and, where it involves sticking with less demanding
standards or simply accepting EU approvals and tests, it keeps costs low. But
it makes the UK a passive rule-taker, and at the same time increases the differ-
ence between the UK and EU rules as EU regulation evolves and the EU finds
new opportunities to streamline processes in fields such as clinical trials,
leading to an administrative burden of operating in the UK.

Key policy actors here include the Government and ideological networks
around it, and sophisticated representative and civil society bodies around
science, medicines, and devices, such as the Association of the British
Pharmaceutical Industry, Cancer Research UK and Wellcome Trust. These
bodies, which the civil servants we interviewed for our Health and Inter-
national Relations Monitor project (Dayan et al., 2021) see as powerful
within the policy apparatus, were in general openly or implicitly concerned
by Brexit and sought a high degree of alignment during negotiations with
the EU. They embrace particular, targeted divergence around accelerated
approvals, and in some cases lower demands from UK regulatory processes,
but otherwise broadly favour continued parallel alignment as is seen in con-
sultation responses to the MHRA processes on clinical trials and devices.

Another cleavage lies between actors pushing for better safety and quality
and those who want more innovation. The dominant narratives of competi-
tive divergence in authorisation currently emphasise accelerating clinical
trials and increasing opportunities to place medicines and devices on the
market before they complete the full traditional process. But this intrinsically
risks increasing the ability for ineffective or even dangerous products to reach
patients.

Pre-existing tension exists between the UK pharmaceutical industry and
the publicly funded, perennially cash-strapped National Health Service. The
former has long chafed under strict cost controls and the sluggish rate at
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which the NHS rolls out new, innovative, and profitable products. These con-
straints are the same for every country: what has changed is that the UK is
now a small regulatory space in a global market. By making the NHS a less
appealing place to do research and supply products, Brexit has potentially
weakened the NHS bargaining position.

Beyond these concrete economic trade-offs and the interest groups repre-
senting them, policy tension and incoherence reflect the different under-
standings, priorities and positions of different political groups. An informal
but closely connected coalition of MPs, think tanks, and professional advisors
form a clear interest group committed in principle to divergence from the EU.
They made up much of the personnel and leaders of the Leave campaign in
2016, and much of a parliamentary wing that repeatedly undermined May'’s
proposed Withdrawal Agreement with the European Union until 2019. The
governments of Johnson, Truss, and Sunak have all represented their views
sporadically. They are a significant constituency in governments flirting
with ending data adequacy and setting end dates for the acceptance of CE
marks for medical devices earlier.

However, this group took power with few specific ideas about applying
the over-arching policy frame of competitive divergence and sovereignty
within this sector. The only point relating to health product regulation in
the campaign materials and proposals of Vote Leave was heavy criticism of
the Clinical Trials Directive, described as a ‘stupid rule’ (Vote Leave, 2016).
This was already being replaced by the point of UK exit. No particular propo-
sals for fundamentally altering it were ever laid out by the Leave campaign
figureheads who later became Prime Ministers and senior ministers, either
before or during their time in government. It is illustrative that the UK's event-
ual cautious proposals for reform were in fact left to a regulatory agency, with
limited overt political engagement.

Meanwhile, there are indications that civil servants and even many govern-
ment ministers continued to see these issues through a policy framing in
which divergence was a burden, reflecting the general findings of analysis
by the Treasury, Bank of England and Office for Budget Responsibility
(HMT, 2018), and the messages received from influential industry groups
and corporations. This was reflected perhaps most clearly in the UK's
choice during 2021 to actually seek continued full mutual recognition for
medicines batch testing (Van Arnum, 2020) and good practice inspections,
the latter successfully, and its consistent attempts to join Horizon Europe.

The ‘policy advisory system’ in the UK has been described as increasingly
complex, disaggregated and potentially unstable (Diamond, 2020) and the
cleavages on health products reflect this. The competing forces of these
different groups formed around ideology and interests, and the resulting
fluctuations in strategic direction, reflect this picture although the outcome
has often been stasis rather than spectacular blunders.
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The convoluted course of the UK’s intention to join the Horizon Europe
science funding scheme from 2021 to 2023 illustrates several of these
dynamics. Without an obvious agenda from groups favouring divergence,
the overwhelming preference of the UK's science establishment for align-
ment was reflected in a consistent UK desire to join as an associate
member. However, after this was repeatedly delayed, reports suggested
the UK government potentially moving away from accession. This was appar-
ently less for positive reasons than because of a path-dependent effect where
benefits had potentially been eroded over a prolonged period of being left
out against their will.

Additionally, regulatory and political capacity is an important
constraint (Diamond, 2021) following the UK’s split from an EU ecosystem
where policy was previously made at multiple levels. The EU has continued
to change and expand its regulation of health products rapidly, introducing
long-planned systems for controlling falsified medicines, streamlining clinical
trials regulation and legislating for greater cooperation in assessing which
products ought to be purchased and provided by health systems.

Meanwhile, the UK has reduced the budget and capacity of the MHRA con-
siderably, unwilling to replace the funding lost now that the regulator no
longer receives contracts from the EMA. The impact of this is implicitly recog-
nised in the commitment of new funding in early 2023 following a warning
from the UK Chief Scientific Advisor that the slow approval of drugs might
be worsening mortality. The UK Treasury in announcing this emphasised
‘allowing the regulator to maximise its use of Brexit freedoms’, reflecting a
discourse of competitive divergence, but in parallel to this also promised
faster acceptance of EU authorisation, driven by a pragmatic need to make
the drifting regulatory system capable of keeping up.

A final important change directly related to Brexit, creating expanded
regulatory potential rather than constraint, is that the UK - or at least GB -
now has a more comprehensive set of powers at a single tier of government,
while in the EU these are distributed widely because of separation of compe-
tences. This may create the potential for a subtly different form of ‘regulatory
state’ (Levi-Faur, 2014; Majone, 2004) in the UK, one which is connected
closely to executive and operational priorities rather than serving only as
the impassive arbiter of neoliberal competition traditionally described in
the literature. There was previously a bifurcation between areas of shared
or even exclusive EU competence, and areas of national competence: for
example, between centralised EMA medicines approvals, and NHS decisions
on whether to fund products at a national level. Now the UK has the ability
to link up the full scope of the regulatory life cycle, which the EU cannot
easily do because of the division of competences. Whether the UK, or Great
Britain, will be able to fulfil this potential remains to be seen.
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Conclusion

There is an unresolved tension in UK politics as to whether the country’s
ambition is to try to compete via regulatory change, accepting the costs of
increased divergence and possibly risks to safety, or simply to manage the
disruption of Brexit by alignment and unilateral recognition of EU regulation.
While Brexit has vastly expanded the options to change how healthcare pro-
ducts are regulated in Great Britain, the UK is currently taking only small steps
outside the box of possibilities to which it was confined as an EU member.
This is juxtaposed with sporadic lunges, often symbolic, towards a more
radical approach, from actors close to and inside recent governments
whose enthusiasm for divergence is a matter of ideology, rather than being
built around specific priorities for this sector.

Our account shows that the simple distinction between ‘divergence or not’
is not a meaningful question given the complexity of regulation in this area.
Vitally, current political discourse around this issue incorrectly assumes a
stationary EU, and fails to reflect the important changes which have resulted
simply from the lack of continued mutual recognition in areas such as batch
testing, and the inheritance of previous EU competencies by UK bodies. As we
show above, the UK is running on a parallel course to the EU in some areas,
although this may prove to be a temporary situation in many cases. It is diver-
gent in some others. Often the divergence that has actually occurred to date
reflects a change in regulatory governance, with new processes and choices
becoming possible because new UK bodies have taken over the roles EU
bodies used to hold. Action has been slow to non-existent, meanwhile, in
changing regulatory content, which requires the difficult and complex
process of actually rewriting inherited EU laws. In many areas, the UK is
demonstrating regulatory drift, and will continue to drift for as long as the
EU implements reforms while the UK stands still.

This conclusion is important because standing still is not a cost neutral
option. Over time, drift matters because it is likely to impact investment
decisions, research focus, and product availability within the NHS. Given
the sums of money involved and the very long development cycles for phar-
maceuticals and other novel technologies, there is a real risk that investors
and suppliers seek to manage the uncertainty associated with drift by
moving their activities elsewhere.

Lack of a consistent approach and widespread drifting away from the EU
by default demonstrates that the UK lacks a discernible strategic direction for
Great Britain — or even a way of having a public discussion about what the
strategic direction should be. The third consecutive government to be nom-
inally committed to an economic strategy of success through divergence
remains, like its predecessors, divided as to where and whether this is actually
possible in practice. The Retained EU Law Bill, with its general regulatory
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sunset clause accompanied by no new specific proposals for health product
regulation, encapsulates the bind between the perceived political imperative
to diverge and the difficulty in finding and constructing viable alternatives.
Observers of the health policy process in the UK, and its accountability and
transparency, should be worried about the lack of consistent, strategic regu-
latory action which results.
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