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UK All-Party Report Assesses Brexit Medtech Impact While 
Germany Worries Over Border Delays

Executive Summary
Government and industry in the UK are 
determined to make the best of the Brexit free 
trade deal, but German medtechs are eager for 
trade flow practicalities to be prioritized.

 

With the UK government focusing its efforts on 
controlling the renewed, and much sharper, 
COVID-19 threat in 2021, the true impact of Brexit 
on the local medtech and life sciences sectors will 
not be known for some time.

For the present, wish lists and expert insight are 
helping give shape to the post-EU UK medtech 
sector. They refer to the global potential of a free-
standing, agile regulatory system, the promise to 
better prioritize patient safety, and of a globally 
competitive, digitally-enabled ecosystem that 
will serve to support innovation and encourage 
overseas investment.

The impact that Brexit might have on UK life 
sciences trade and regulation was the focus 
of the third annual report of the UK All-Party 
Parliamentary Group (APPG) on Access to 
Medicines and Medical Devices (December 
2020). Summing up the views of 37 stakeholders 
(22 from industry), it proposed a series of 
recommendations designed to maximize the 
future chances for UK medtech and pharma.

In turn ambitious, cautionary and realistic, the 
report’s recommendations offered a sober 
appraisal of both the opportunities and potential 
pitfalls in the immediate and mid- to longer term 
for the UK in the post-EU era.

The report stressed that post-Brexit supply chain 

disruption due to additional checks at borders 
is a central concern of patients and industry. In 
particular, the Northern Ireland protocol is seen 
by many APPG members as an immediate threat 
to the continuity of medicines and medical devices 
access in Northern Ireland.

Simplified Trade Channels Urged By Industry
This Brexit bureaucracy is viewed dimly by 
German medtech companies, however, they 
appear relieved that “no deal” was avoided, 
and harmonized medtech market access will be 
perpetuated.

Industries relying on just-in-time delivery must in 
future adopt warehouse-based operations in the 
UK, given the added bureaucracy of processes 
including new customs clearances, said Wolfgang 
Weber, chair of the German electromedical 
industry association ZVEI.

Partial solutions might be risk-based customs 
inspections and “pre-arrival processing” of goods 
either side of the English Channel.

But speaking to the doctor’s daily news portal 
Ärztezeitung, he claimed that EU-UK trade would 
undergo long term damage. Major business 
sectors including medtech are already reducing 
their investment in the UK, he said.

UKCA Mark Global Recognition Vital
Enhancing the UK medtech’s global reputation 
and ensuring recognition of the new UKCA mark 
for devices are therefore seen as essential. The 
UK’s trade negotiations should focus on ensuring 
an international standing for the UKCA mark, said 
the APPG report, both in markets where the CE 
mark is recognized and in those where it is not. 
The APPG called on the Medicines and Healthcare 
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products Regulatory Agency (MHRA) to develop an 
implementation plan for how the UKCA mark will 
be recognized outside the UK.

The UK medtech sector has called for future 
UKCA marking to be carried out electronically, 
rather than physically printed on product labels. 
Moreover, artificial intelligence and digital 
technology should be employed more widely by 
the MHRA “to develop a more reliable system.”

Digital technology should similarly be applied in 
future medtech data registries and also to develop 
a more robust market surveillance system, in line 
with the recommendations of the Cumberlege 
Review, the report added. (Also see “UK MHRA 
In The Spotlight As Cumberlege Review Puts 
Medtech Safety At The Top Of Health Agenda” - 
Medtech Insight, 9 Jul, 2020.)

Trade Deals – APPG Update
The APPG report was published prior to the 
signing of the UK-EU FTA. By December, 
the UK had signed over 20 FTAs worth 
roughly £134bn ($182bn) in total trade (all 
industries). Notable UK FTAs include those 
with Japan, Switzerland, and an agreement 
in principle with Canada. A UK-Japan 
Comprehensive Economic Partnership 
Agreement (CEPA) was signed on 23 
October, but life sciences received scant 
mention in the agreement, the APPG noted. 
Negotiations on a US-UK trade deal are in 
their fifth round. Following the election of 
Joe Biden to the presidency, UK-US talks 
have assumed a greater “political surround,” 
given the President-Elect’s anti-Brexit stance 
and interest in the outcome of the Northern 
Ireland protocol, says the APPG.
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Executive Summary
The IVD Regulation is due to fully apply in May 
2022. The necessary infrastructure looks unlikely 
to be ready in time. But industry faces a dilemma: 
will lobbying and pining hopes on a delay be the 
best use of its resources?

 

As 2020 drew to a close, the EU diagnostics sector 
had been increasingly insisting on the need for a 
delay in the implementation of the IVD Regulation 
(IVDR).

COVID-19, Brexit and delays in notified body 
designations have all impacted the sector’s ability 
to manage timely compliance with the IVDR.

Many closely involved – at trade association level 
and notified body level – are adamant that unless 
there is an IVDR deadline delay, many products 
will not be evaluated in time and therefore will 
need to be withdrawn from the market. 

Estimates suggest that less than 10% of IVDs will 
be make use of the grace period which prolongs 
the validity of current certificates, potentially up 
until 26 May 2024.

This is two years later than when the IVDR is 
due to fully apply. But many argue that the 26 
May 2022 deadline is too early given the lack of 
readiness of the system underpinning the new 
Regulation. They are calling for an additional 
year’s delay in the IVDR’s application.

Here We Go Again
It seems like a case of déjà vu.

This time last year, experts within the same type 

of bodies were campaigning for a delay in the 
implementation of the Medical Device Regulation 
for much the same reason.

Indeed, the topic so consumed the industry that 
over half of Medtech Insight’s top 20 stories in 
2020 contained the word “delay” in the title.

It was not until COVID-19 struck in Europe that the 
European Commission conceded and altered the 
MDR date of application from 26 May 2020 to 26 
May 2021.

But it granted the MDR one-year delay with just 
over a month until the full application of the new 
regulation. But this tardiness created its own 
problems.

Why A Delay Is Not A Panacea
New challenges emerged because many 
companies had already moved a long way down 
the route of MDR compliance by the time the 
delay became official. For many products, there 
had been no alternative, notably those unable to 
benefit from the grace period which would have 
allowed them up to three additional years on the 
market.

But when the alternative of remaining compliant 
with the current regulatory Medical Device 
Directives regime became available for these 
products as a result of the one-year delay, 
manufacturers discovered that the rug had been 
pulled from beneath them. This was for several 
reasons including:
•  Many notified bodies had already closed their 

medical device directive operations, mostly 
because of the anticipated workload under the 
new MDR;

•  Those notified bodies still working under 

Lobbying For A One-Year Delay To The EU IVDR: Solution Or 
Forlorn Hope?
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the directives were already operating at full 
capacity and unable to take on more work; and

•  The teams within their own companies working 
on the medical device directives had been 
disbanded.

In other words, it was complex, potentially costly 
and risky to go back to claiming compliance with 
the current directives.

This is the bitter pill that the diagnostics industry 
may need to swallow.

And yet the diagnostics sector is potentially in a 
much worse position than the medical devices 
sector, because:
•  Some 90% of IVDs will need the involvement 

of a notified body under the IVDR, where only 
some 10% do at present under the current 
IVD Directive (IVDD), which means that both 
manufacturers and notified bodies need to 
adjust to stricter regulatory rules;

•  There has been a complete shake-up in IVD 
classification, meaning new work ahead for 
most IVD products;

•  COVID-19 is making work more difficult for 
IVD companies, not least because of social 
distancing and employee sickness, which could 
result in a delay in preparedness;

•  There are 22 notified bodies for the 10% of the 
industry that currently needs to involve such 
an organization in the review of their products 
under the IVDD, but only four notified bodies 
have been designated so far under the IVDR. 
This is despite the fact that some 90% of IVDs 
must be reviewed by notified bodies;

•  Notified body auditing is hampered by 
COVID-19, especially because initial audits, 
which have to be carried out in person 
according to EU rules, are not permitted to be 
done remotely; and

•  Notified body capacity will be particularly 

focused on medical devices in the run up to 
the MDR deadline. While notified bodies often 
have different divisions for medical devices and 
diagnostics, they may share some personnel 
and other resources, which could then have a 
knock-on effect on the diagnostics industry.

So far, the European Commission has not budged 
from its position of maintaining the 2022 IVDR 
deadline.

This means that we can expect the same huge 
lobbying efforts for a one-year deadline from the 
diagnostics industry this year, something that will 
be time-consuming and demand much resources.

But the diagnostics sector will need an earlier 
resolution to this lobbying than there was with the 
MDR. If it is faced with a last-minute conclusion 
to its efforts, it may want to weigh up how much 
energy to put into this fight balanced against the 
efforts it will need for IVDR preparedness.

The Other Side Of The COVID-19 Argument
Whether we can expect the same outcome of a 
year-long delay for IVDs cannot be predicted.

The diagnostics sector puts good arguments, 
but on the other side is the fact that the EU’s IVD 
regulations have shown themselves to be out of 
date compared with global regulation.

COVID-19 diagnostics that have not been reviewed 
by a notified body have been flooding onto the EU 
market over the last year. The very public record 
of false positive and negatives among them 
have done nothing to boost confidence in the EU 
regulation and oversight of these products.

This is not a situation that the European 
Commission wishes to prolong. 
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The Times They Are A-Changin’: Opportunities In Medtech 
Regulation For The UK After Brexit

Executive Summary
The turn of the year is a chance to reflect on times 
past and the future, to make resolutions and 
look ahead to changes for the better. With Brexit 
in mind, this is the time to prophesize on UK 
medtech’s immediate future.

 

The long running saga of the exit deal between 
the UK and the EU finally came to an end just 
hours before the UK’s transition period out of the 
EU ended on 31 December.

After four and a half years of sometimes 
rancorous exchanges, European Commission 
President Ursula von der Leyen and UK Prime 
Minister Boris Johnson agreed on a free trade 
deal on 24 December. It was swiftly approved 
by both sides and signed into UK law on 30 
December, with the European Parliament granting 
it provisional approval. If one chapter of the UK’s 
relationship with the EU has ended, many more 
will soon begin.

EU Regulation And The Scandal That Is Notified 
Bodies
I won’t dwell on 2020, because who would want to, 
save to say that after months of intense lobbying 
for a movement on the application date for its 
new Medical Device Regulation (MDR), it was 
the year that, thanks partly to COVID-19, the EU 
finally heeded the call for a delay and allowed an 
additional 12 months before the MDR will become 
fully applicable.

2021 is therefore the year in which we will see the 
wheels spin and the rubber hit the road for the 
regulation of general medical devices in the EU. A 
momentous year for EU regulation will be sealed 
on 26 May, when the MDR comes finally and fully 

into effect. And around that very time, music fans 
will be celebrating a landmark year for legendary 
folk singer and song writer Bob Dylan, reasons for 
whose mention here will become clearer to eagle-
eyed readers by the end of this article.

The EU’s Capacity Problems
The call for the one-year MDR delay was driven 
largely by the lack of capacity at EU notified 
bodies. Indeed, there was a lack of capacity in the 
system before notified bodies started to focus 
on the MDR. An already acute situation has been 
exacerbated by notified bodies moving personnel 
across to MDR reviews, the increased complexity 
of the MDR and IVD Regulation compared with 
the directives that they replace (necessitating 
more personnel at precisely the time that some 
notified bodies have chosen to exit the market), 
and Brexit.

While the larger corporates can leverage their 
size – and their financial muscle – to secure the 
required service levels from notified bodies, 
SMEs find themselves with their backs to the 
wall. However much they rattle those walls, in 
my experience, few ever manage to extract the 
service that they deserve or are paying for. Apart 
from the capacity issue, notified bodies have been 
established to act as judge and jury for conformity 
assessments for most general medical devices 
with little intervention from regulators, allowing 
them to stall the placement of devices on the EU 
market for sometimes lengthy periods.

IVD manufacturers will find themselves in the 
same waters in advance of the IVDR’s date 
of full applicability, 26 May 2022, when it is 
foreseen that around 85% of IVDs will require 
notified body certification where previously the 
level was around 10-15%. I can safely predict a 
sizable bottleneck for IVD manufacturers making 
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applications to notified bodies that will start to be 
particularly acute towards the end of 2021.

What Is The Opportunity For The UK?
The immediate aftermath of Brexit is perhaps 
a chance that won’t come again for the UK’s 
Medicines and Healthcare products Regulatory 
Agency (MHRA) to forge a path to lead the world 
stage in medical device regulation.

Under the EU directives, medical device 
companies would frequently place new devices 
on the market in the EU ahead of any other 
region. Obtaining CE marking under the directives 
was considered an easier route to market than, 
for example, a 510(k) in the US. The MDR is a 
fiendishly intricate piece of legislation whose 
complexity is compounded by the unpredictability 
regarding notified bodies and a lack of guidance. 
Word on the ground is that it is the EU who will 
be the loser now: companies are looking to the 
US as their first-choice jurisdiction to market new 
medical devices instead.

This is an opportunity for the UK. The MHRA 
has indicated that the UK’s medical device laws 
will be based on the EU directives and not the 
regulations. It has also indicated that it wants 
UK regulation to be based around international 
standards. The closer that the new UK regulations 
match international standards, the more likely 
the UK will be to win the opportunity to be a test 
market for new devices. If this can be coupled 
with easier access to the wider National Health 
Service for clinical/performance evaluations, then 
the UK might also leverage its strong research 
base to attract even earlier stage companies to set 
up their businesses in the UK.

Going back to the topic of notified bodies: the 
MHRA has announced UK conformity assessment 
bodies will perform the equivalent function in 
the UK. The opportunity is there for the MHRA 
to firmly grasp the nettle that is a major bind 
in the EU system: the fact that notified bodies 

have a state-sanctioned virtual monopoly once a 
manufacturer has signed-up to them – and that 
many perform poorly for a proportion of their 
customers. Regulation of that monopoly, though, 
can prevent its abuse.

This is a role that the MHRA did in fact perform, as 
far as EU regulation permitted, in relation to UK 
notified bodies. This contrasts with many other EU 
competent authorities, which leave manufacturers 
sinking like a stone, unchecked, in the hands of 
their notified bodies. The MHRA could take this 
further (perhaps with the help of the Competition 
and Markets Authority) by setting maximum 
pricing for services, so that the 95% of medical 
device manufacturers who are SMEs are not also 
financially exploited.

Maximizing The Agility Of The MHRA
The MHRA demonstrated its agility in decision-
making by being the first regulatory authority 
to grant authorization for a COVID-19 vaccine. 
Applying that agility to medical device regulation 
would be beneficial for the UK. The MHRA could, 
for example, offer scientific advice to medical 
device companies that might then be relied 
upon when the data is later presented to a UK 
conformity assessment body in an application 
for UKCA and/or UK(NI) mark. In the EU, it is only 
after many months that companies will find out 
that their data is considered inadequate after 
submitting an application to a notified body, 
potentially putting their market entry back by 
years.

Now is the time for the MHRA to start swimming 
on its own. If it seizes in full the opportunity 
that Brexit offers in the field of medical device 
regulation, perhaps the European Commission 
might have to accept that soon the EU will be 
the third choice of market for innovative medical 
device manufacturers, behind the UK and the US. 
2021 will be a watershed year in more ways than 
one.
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Executive Summary
There can be no such thing as a COVID dividend, 
but the renewed digital push and momentum for 
health system change perhaps come closest.

 

After the coronavirus disruption of 2020, the 
current year will see more joined up health care 
delivery based on faster healthtech adoption. 
That was the pledge of UK health secretary Matt 
Hancock as he addressed the 350 attendees of 
the Association of British HealthTech Industries’ 
annual parliamentary reception.

More digitization of the National Health Service 
as part of a wider aim to transform health care 
delivery – but not simply by defaulting to digitizing 
existing pathways  �   is a priority for 2021, he 
said. Connecting the system better to allow 
data to flow between care providers is also on 
the minister’s agenda. The resulting system will 
be one that can change in step with scientific 
advances, and learn from the past, including the 
lessons from COVID.

“Too much of the system does not yet have the 
basics, and uses old kit that steals staff’s time,” 
he said, announcing the second “digital aspirant” 
program from NHSX. This body, the UK’s digital 
health and social care transformation program, 
will also announce a third cohort later in 2021. 
These initiatives, building on the findings of the 
NHS’ Global Digital Exemplar (GDE) program, aim 
to bring all UK trusts up to digital speed, and help 
them adopt technology at scale.

The NHS’s 42 local sustainability and 
transformation partnerships (STPs) will be 
required to have  basic shared care records in 

place by September. “When data can connect, so 
can care,” said Hancock, pointing to the clinical 
value of real time patient information for doctors 
and nurses  �  as seen during the pandemic. The 
NHS COVID-19 Data Store, set up early in the 
crisis, provided data and trends information to 
allow users to look at hospital bed capacity or 
ventilator availability.

“We must not go backwards on this,” said the 
minister, stressing that the momentum is being 
continued in 2021, with the recent publication of 
five NHS digital playbooks for clinicians seeking 
guidance on digital and remote patient care; and 
NHSX’ new procurement framework that allows 
images to flow from high street opticians to 
ophthalmology clinics. NHSX CTO David Turner 
has been tasked with overseeing an NHS system-
based approach to all care delivery for the future.

Diagnostics’ Place At The Center Of Integrated 
Care
2020 saw the ability of digital processes to 
transform health care delivery, said the minister. 
In 2021, the drive towards that end will be 
speeded up.

He added that the pandemic changed the 
approach to the use of diagnostics for all time 
– over 600,000 COVID-19 PCR tests were done 
in the UK on 18 January, a new record high. 
Early diagnosis of communicable and non-
communicable diseases has long been the NHS 
mantra, but has simply not been implemented 
at scale, he said, promising new investment and 
technology, including community-based diagnostic 
centers.

And yet the diagnostics industry has been 
underfunded, ABHI chief executive Peter 

UK Government Promise For 2021: No Halting The Advance 
Of Healthtech Innovation Adoption
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Ellingworth, host of the parliamentary reception, 
reminded the audience. Under the government-
industry Health Technology Partnership, the ABHI 
plans to present a new diagnostics strategy to 
government in the second quarter of 2021.

Lord Bethell, parliamentary undersecretary of 
state for innovation, and the former junior health 
minister Lord O’Shaughnessy, who was enlisted 
in 2020 to support the government’s COVID test 
and trace scheme, also attended the ABHI event, 
where Ellingworth renewed the association’s 2020 
proposal for board level chief innovation officers 
(CIO) to be installed at every NHS trust.

O’Shaughnessy observed that the value of such a 
role had been seen in Israel, for instance, where 
the CIO is also the CMO. 

The idea has the support of Lord Darzi, head 
of the Accelerated Access Collaborative. The 
Academic Health Science Networks have done 
a good in championing innovation, he said, but 
they lack the necessary levers with which to force 
change. NHS CEOs must provide the impetus to 
drive innovation at a local level, he said.

Ellingworth also called on ministers to address 

the need for better collaboration between NHS 
England and the medtech industry. A systematic 
engagement partnership has been missing for 
many years, he said, and its absence is behind the 
failure of some of the best planned market access 
and innovation strategies of the past two decades 
to fully deliver on their promise.

New UK Legislation As A Driver For Change
Bethell sees the Medical Device Information 
Service (MDIS) as both innovative and 
transformative for UK regulation. Part of the 
Medicines and Medical Devices (MMD) bill, which 
continues in third reading in the House of Lords 
on 21 January, the MDIS will oversee a register of 
devices and a registry of people in whom devices 
have been implemented. Industry should not be 
defensive, but should embrace these tools, Bethell 
cautioned.

Such a registry should, however, not be “Britain 
only” in scope, said Anne Marie Morris, if the UK 
wants to fulfil its intentions of being a fully paid up 
member of the global regulatory community, post-
Brexit. Morris leads the All-Party Parliamentary 
Group on access to medicines and medical 
devices.
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