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A Global Approach To Medtech Regulation: The Post-EU Way 
Ahead For UK Industry?

Executive Summary
As the UK looks to its future healthtech regulatory 
model after Brexit, the ABHI’s regulatory director 
Phil Brown suggests a system whereby the same 
product data can be used as the basis for entry 
not only to the EU, but also to global markets. 

 

•  In adjusting for life after the UK’s EU 
membership, the national medtech sector is 
taking the opportunity to assess alternatives 
to close alignment with the EU MDR, if those 
alternatives are potentially better for UK 
medtech businesses.

•  This assessment activity was kicked off by the 
UK ABHI last year, and centers on an IMDRF-
based flexible and data-compatible approach 
that would offer regulatory compliance not just 
in the EU but in other major global jurisdictions 
too.

•  Another proposal, key to a modern, efficient 
globally-accepted system, is a reliance on ethical 
business practices, which have worked to good 
effect in other industries, and could be drafted 
into UK regulatory protocols as the Medicines 
and Medical Devices bill parliamentary debate 
gets fully underway.

It is self-evident that trust arrives on foot and 
departs on a racehorse. But once earned in the 
commercial sector, trust goes a long way to 
ensuring and enhancing the types reputations 
on which businesses are built. That applies at 
least as much to the medtech sector as to other 
businesses, and it could play a significant role 

in future UK medtech regulation, according to 
the Association of British HealthTech Industries 
(ABHI).

The UK medtech sector is at a crossroads in how 
products will be regulated after the UK parts 
company with the EU27, in principle at the end of 
2020. That self-imposed deadine may be subject 
to extension, but after the scheduled transition/
implementing period expires on 31 December, a 
new regulatory system will replace the EU Medical 
Device Regulation (MDR) for UK manufacturers. 
The debate on what that system should be has 
just begun, and the ABHI has its own ideas about 
how to shape it.

ABHI Green Paper
ABHI director of regulatory and compliance Phil 
Brown (pictured) started work late last summer 
on a green paper on future UK regulation, and 
the exercise has evolved over time with various 
inputs from industry. UK medtech manufacturers’ 
priority is to align with the CE marking process, “to 
nsure we get continuous supply of product in the 
UK market,” Brown explained to Medtech Insight 
in the week before the proposed UK Medicines 
and Medical Devices (MMD) bill entered its second 
reading in the House of Commons. (Also see 
“UK Devices Bill Offers Medtech An EU MDR 
Alternative – Or Better?” - Medtech Insight, 4 
Mar, 2020.)

But if that primary aim is not achieved, then 
alternatives must be broached, hence the green 
paper. “The whole purpose of what we do is to 
ensure that technology can get to patients in a 
timely and efficient manner, so that the UK can 
be a recipient of great innovations. Equally, UK 
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companies must be able to export effectively,” 
said Brown.

But the EU is not likely to mutually recognize the 
UK regulation, he speculates. UK companies would 
need CE-marked products to access the EU27, 
while the UK would unilaterally recognize CE-
marked products – for a period at least. And the 
UK could replicate the MDR for it home market, 
but it would have no say in its shaping its content, 
which runs contrary to the UK government’s 
policy of establishing its own control and pursuing 
divergence with the EU, if necessary.

What is certain is that the UK will be working to 
the MDR until the end of the transition period. It is 
unclear how the EU In Vitro Diagnostics Regulation 
(IVDR) will be integrated – if at all – into UK law, 
given that it will not apply in the EU27 until 26 May 
2022. The UK Medicines and Healthcare products 
Regulatory Agency (MHRA) is understood to see 
no reason why the IVDR should not apply in the 
UK. Its longer timeframe is the reason why it has 
not been folded into the MMD bill.

But there are many uncertainties and 
complications in aligning with the MDR. 
For instance, many of the EU regulation’s 
implementing and delegated acts might not be 
issued until after 31 December. Whether they will 
be taken up in the UK is not known. 

These are typical issues for considertion in the 
ABHI’s green paper discussion, which has had 
technical group input in its remit of offering ideas 
about potential alternatives to the EU MDR.

Green Paper: Opportunities And Challenges
Brown’s work started with a dissection and 
analysis of the MDR. “We had to see how the UK 
could work with the EU regulations, and what 
were the opportunities and challenges.” The task 

extended to a review of the International Medical 
Device Regulators Forum (IMDRF) and other 
global jurisdictions that might represent eligible 
alternative systems for the UK to emulate. That 
is, so long as two criteria are met: that the UK 
remains attractive for inward investment; and 
that the chosen regulatory system enables UK 
organizations, such as the MHRA, to be seen as 
world leaders in their respective fields.

“It is quite clear that the IMDRF guidelines are 
similar in many ways to the MDR’s provisions, 
in terms of  conformity assessment, reliance on 
standards, use of essential principles, postmarket 
work and clinical performance.” In mapping 
out where the overlaps are, Brown found that 
companies following the IMDRF would be some 
80-85% along the way to assembling a product 
technical file that is compliant with the MDR.

The other 15% covers areas such as 
environmental considerations, including different 
materials used in packaging. It also includes 
elements derogated to the national competent 
authorities, such as registries, and some labeling 
rules, among other things.

The IMDRF includes regulators from the all the 
global regulatory powerhouses. Europe has three 
seats on its committee. It is hoped the MHRA will 
secure a seat in the future.

Data Compatibility Aim
Another way to look at it was as if starting with 
a blank sheet, and, instead of aiming for mutual 
recognition of approval with a single regulatory 
jurisdiction, widening the target for UK medtechs. 
“If data compatibility were the primary aim, then 
UK data intended to secure a CE-marking could 
also be used as the basis for approvals at US FDA 
or Japanese PMDA level, for instance,“ said Brown. 
“It’s a question of how the data can be used.”
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What the industry wants to avoid at all costs is to 
have to undergo a parallel regulatory scheme to 
the EU’s, entailing different regulatory processes 
in the UK and Europe – bearing in mind that the 
EU is “the local market.”

That “80-85% compatibility” can also be seen 
alongside other global changes in regulatory 
approaches. For instance, the FDA has begun 
looking at the Medical Device Single Audit 
Program (MDSAP), which means reviewing QMS 
instead of codes of federal regulation – i.e. using 
standards compliance, rather than statutory 
compliance. MDSAP was a process driven by 
IMDRF, which has a goal of promoting global 
as opposed to “regional” systems of medtech 
regulation.

One (unnamed) UK company, active in the 
combination products markets, has already 
embraced IMDRF principles as its core data set, 
within which it can customize data. This enables 
it to supply data for any market it wants enter. 
Companies taking this step have “better control 
of the data, change control of the data, and easier 
compilation processes,” said Brown.

Ethical Business Practice
A further step would be to add ethical business 
practice (EBP) to the mix, as a way of changing the 
culture within the system on the management 
side of the regulatory process.

EBP is a concept that stresses cultural acceptance 
of compliance across the business, resulting 
in an ethical and societal responsibility, thus 
bringing industry, regulators and end-users closer 
together. “It is a way of managing products onto 
the market,” said Brown. “It would meet the NHS’s 
needs, as the process is as safe, if not safer, in 
terms of innovation being introduced to the 
market,” he said.

Ethical compliance approaches have been 
used effectively in the water, energy, finance, 
and civil aviation industries, among others. In 
all cases, the industries have aimed to shift 
regulatory compliance, moving from shareholder 
responsibility to stakeholder benefit. EBP is not 
a tick-box audit, but a manager-related process 
whereby the entire workforce has both an 
understanding and a robust ownership of the 
process, said Brown. But the hurdle is big, he 
warned, as the patient would have part-ownership 
in the way products are used.

An even bigger hurdle is communicating the 
concept and the potential opportunities. It is not 
a divergence from regulation, Brown insisted, 
merely a different way of managing data to 
demonstrate compliance.

To take the concept further, the ABHI has 
organized a meeting with key stakeholders in 
the regulatory space to map what the future UK 
regulatory system could look like and to debate 
options that could secure mutual recognition of 
the EU- and UK-approved devices.

Other ideas that are now up for discussion 
in UK device circles, besides participation in 
MDSAP, include: acceptance of ISO 13485 audits 
that have been conducted by US conformity 
assessment bodies; doing appropriate governance 
and costings on registries; and moving to an 
environment where standards are used in 
preference to technical file submissions.

The UK needs to be part of the EU MDR’s 
Eudamed 3 medical device database, but that 
will not be in place until 2022. “We can see some 
regulatory options that lend themselves to a much 
more global feel for the UK,” said Brown, and one 
alternative to Eudamed 3 would be a joint UK-US 
post-market surveillance system.
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Potential Processes With An “EBP Audit”
An EBP system would deliver operating efficiency 
opportunities, Brown argued. In its first year, it 
would be an audit with a technical file check and a 
review of management processes, to validate the 
company’s way of working both structurally and 
ethically.

The second year’s audit would review the ethics, 
PMS, vigilance and other practices of a company, 
which would thereafter be able to call itself 
“ethical,” in that its “shop floor” conformity was 
unchanged from year one.

At year three, the auditors would return for 
another deep dive.

Under current processes, the conformity 
assessment/notified body normally returns 
to audit the company using the same tick-box 
process every 12 months.  Under the alternative 
suggested by Brown, auditing time would be 
reduced dramatically. 

Moreover, this option would save money and 
work, spare notified body capacity, and offer 
greater flexibility in how work is done, said the 
ABHI director. However, should something fail 
because ethical processes were not accorded due 
regard by a company, there would be an erosion 
of trust – and the probable loss of that company’s 
“ethical business” tag. Operationally for that 
company, it would mean the reinstatement of 
time-consuming, costly tick-box auditing.

No one wants to be seen as not ethical, said 
Brown, suggesting that the changes being mooted 
should be driven on a whole-company basis.

Longer term, loss of trust would impact a 
company’s reputation, possibly the worst thing to 

happen in a competitive business environment. 
“Manufacturers need their retain their reputation 
intact for success in competitive markets. It takes 
a long time to rebuild trust once it’s been lost,” 
Brown observed.

Advantages Vs Other Systems
To sum up the potential ahead, the UK’s new 
regulatory system could include favorable 
bridging with the US, and it would be quicker 
than both the EU and US systems. It might 
recognize the CE-mark, US PMAs, and Japanese 
PMDA approvals, among others. “For the UK 
market alone, the UK might start thinking about 
conformity assessment bodies (CABs), and even 
for the MHRA to become a CAB that approves 
products onto the UK market. “There is nothing off 
of the table right now,” said Brown.

“It’s really quite exciting,” he said, eager to build 
enthusiasm and buy-in for the ideas in the green 
paper. “In the regulatory world, there aren’t many 
times where there is a radical opportunity to 
propose very disruptive ways to current thinking 
and effect change in the way we are able to do 
now,” he added. “We might not have mutual 
recognition or be aligned with Europe at all, so it 
would be wrong to not be disruptive,” Brown said.

This bigger-picture, global approach for the UK 
also includes notions of MDSAP for the UK “We 
quite like the concept,” said Brown, “and the UK 
might be a European pioneer in this regard. But 
data compatibility is key.”

Next Steps
The ABHI green paper has been circulated to 
KOLs. “The mechanics of the data compatibility 
concept still need to be flesh out with the MHRA, 
and hopefully we’ll do that in the next month or 
so,” said Brown.
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As all options are open, the best course for the UK 
might be to pursue EU MDR alignment at the start, 
and later diverge.

The immediate task is to communicate, explain, 
and assimilate government’s views on alignment 

and mutual recognition. Later, the process can be 
widened to other stakeholders. The prize is big 
and, as Brown sees it, within reach. “The IMDRF 
elements are there to be used,” he said. “Now it’s 
a question of bolting on the EBP elements.”
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Brexit And Medtech Regulation: Sorry To Spoil The Party But 
Experts Say There’s A Mess Here To Clear Up

Executive Summary
31 January 2020 is an historic day as the UK 
formally leaves the EU. It is an emotional day, both 
for those wanting to see the UK depart and those 
who wanted the UK to remain. But the challenges 
are far from over. Medtech Insight reports on 
some reactions from key regulatory experts.

 

Given that, at the end of today, the UK formally 
leaves the EU, some may think it is time to 
celebrate. But those knowledgeable about 
the potential impact on health care will know 
that the situation that is unfolding could risk 
harming patients and the medtech industry 
alike. This is particularly the case given the UK’s 
departure from the EU at a strategic point in the 
implementation of the Medical Device and IVD 
Regulations (MDR and IVDR).

What do we know about what will happen next? 
Not a great deal, in fact. So the question is why 
the celebrations, when negotiations on the 
details of the UK’s departure are going to be 
far from straightforward? For the moment, of 
course, the situation for the medtech industry will 
remain ostensibly unchanged – at least from the 
regulatory point of view. But this may not be for 
long.

From 1 February, the UK enters the withdrawal 
agreement period, with the EU during which 
departure negotiations will be held and the MDR 
and the IVDR will continue to apply. (Also see 
“Progress And Pitfalls Ahead As UK Medtech 
Faces A Year Of Leaving The EU” - Medtech 
Insight, 27 Jan, 2020.)

The withdrawal agreement then lasts until 31 
December, at which point it is difficult to predict 
what will happen next, not least because of the 
UK’s woeful record during Brexit negotiations 
so far with the EU, as Erik Vollebregt a founding 
partner at Axon Lawyers, with a particular focus 
on medical technology, explains in his most recent 
powerfully worded blog.

This blog also stresses how risky a political and 
economic game the UK is playing, as nothing is 
yet certain about its future trading agreements, 
putting it in a particularly vulnerable situation 
globally.

Medtech Insight’s Amanda Maxwell spoke to 
two well-known EU medtech regulatory experts, 
Gert Bos and Bassil Akra, as well as to industry 
association MedTech Europe, to ask their views of 
the current situation on the official day of the UK’s 
departure from the EU.

Gert Bos, executive director and partner at 
Qserve consultancy, and a much-respected 
voice in the sector, warned: “For medical devices 
companies around the world this day marks 
uncertainty and unclarity.” He believes that there 
are many unanswered questions that that “it is 
clear industry would benefit from clear guidance 
from authorities to clarify the positions, and to 
specifically outline the roll-over dates.”

Some high-level critical regulatory questions that 
arise in the current Brexit scenario, in Bos’ view, 
are:

•  Many companies, especially outside of EU/UK, 
are unclear if they can continue to ship into 

https://medtech.pharmaintelligence.informa.com/MT126160/Progress%20And%20Pitfalls%20Ahead%20As%20UK%20Medtech%20Faces%20A%20Year%20Of%20Leaving%20The%20EU
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UK, or via UK if that is their importer hub. They 
are also uncertain if that restriction starts on 1 
February, or whether it is legal to continue until 
the end of this year?

•  Can old products with UK notified bodies 
numbers on the label still be shipped into the 
UK, and into the EU, and if so, is that for the six 
months the EU authorities have agreed to, or 
the 12 or 18 months a company agreed with its 
notified body? Or, again, is the end of the year 
the distinction line?

•  Does the MHRA’s combination products review 
still have value, or do companies need to 
start from scratch again, including for an MDR 
upgrade?

•  Do companies need a UK agent, or is that 
automatically included in their contract with the 
EU authorized representative?

•  If a company needs an agent, when does that 
requirement kick in?

•  Can a company’s UK-based authorized 
representative continue to support that 
company until the end of the year, or does that 
support finish on 31 January 2020?

Bassil Akra, meanwhile, vice president, strategic 
business development, global medical health 
services at TÜV SÜD Product Service, and another 
vocal spokesperson on regulatory issues, regrets 
losing the UK from the EU. He says it is a “bad 
move for everyone in the middle of the largest 
regulatory changes for the medtech sector.”

He told Medtech Insight: “Unfortunately, we are 
moving towards a more burdensome regulatory 
framework by having a separation between the EU 
and the UK.” 

Akra added that the first steps of division are 
already becoming apparent with “the UK MHRA 
publishing independent guidance documents and 
requiring additional measures for manufacturers 
planning to place CE marked devices in the UK.” 
He questioned how sensible this is in a period 
where harmonization and globalization are the 
focus strategy worldwide.

Medtech Insight notes that independent guidance 
documents have included the rescue option for 
UK companies caught out by EU notified body 
changes.

MedTech Europe Views
At EU trade association level, MedTech Europe 
calls for medical technologies to remain a priority 
item in the ongoing trade agreement negotiations 
“to allow for an outcome that will keep medical 
technologies available to patients and healthcare 
systems.”

In a diplomatically-drafted statement due to be 
released as Medtech Insight went to press, the 
trade association acknowledges that the EU/
UK regulatory alignment “may soon change,” a 
reference to the UK’s work on its future regulatory 
pathway. (Also see “UK Readies Medtech And 
Pharma Sectors For Regulatory Life Outside 
The EU” - Medtech Insight, 28 Jan, 2020.)

Three Possible Scenarios
Vollebregt surmises three possible outcomes for 
the UK, which are:

•  The UK reaches an agreement with the EU and 
applies the MDR and IVDR and UK manufactured 
or imported devices may circulate freely in the 
EU market; or

•  The UK becomes a third country using its own 
certification scheme. In this scenario, the UK and 
EU may mutually recognize certifications; or

https://medtech.pharmaintelligence.informa.com/MT126165/UK%20Readies%20Medtech%20And%20Pharma%20Sectors%20For%20Regulatory%20Life%20Outside%20The%20EU
https://medtech.pharmaintelligence.informa.com/MT126165/UK%20Readies%20Medtech%20And%20Pharma%20Sectors%20For%20Regulatory%20Life%20Outside%20The%20EU
https://medtech.pharmaintelligence.informa.com/MT126165/UK%20Readies%20Medtech%20And%20Pharma%20Sectors%20For%20Regulatory%20Life%20Outside%20The%20EU
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•  The UK and the EU don’t get along very 
well, and there is no mutual recognition. UK 
manufacturers and importers will need to obtain 
additional CE marking for the EU market.

What is clear is that there is still no clarity. So, 
while the uninitiated in EU matters may pop open 
their bottles of champagne this evening, they 
could suffer a seriously long hangover.
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UK Industry Prepares For Post-COVID-19 ‘Normal’ As Non-
Urgent And Planned Elective Care Get Green Light

Executive Summary
Non-urgent care, ceased by the UK government 
after the initial surge of COVID-19 cases, is to be 
restored gradually now that the virus has peaked 
and new cases are falling. The UK ABHI’s Andrew 
Davies explains what this means for the medtech 
industry.

 

National Health Service chief executive Simon 
Stevens wrote to the managers of all UK health 
care  provider systems in England in late April, 
asking them to review their capacity to begin 
restoring non-COVID-19 services in routine, non-
urgent, elective care.

He gave NHS and Foundation trusts, clinical 
commissioning groups and primary care providers 
and networks ten days to judge their capacity to 
deliver at least some non-coronavirus or non-
critical care, bearing in mind their medicines, 
personal protective equipment (PPE), blood, 
consumables, and equipment needs.

The UK medtech industry is waiting to hear the 
output from that work so it can plan its response 
and methods of supporting UK providers during 
what is expected to be a long winding-out 
from the coronavirus. COVID-19 has caused 
unprecedent disruption to care delivery, and 
since 17 April in particular, when elective care was 
stopped and the entire UK system was formally 
repurposed to cope with the surge in coronavirus-
positive inpatients.

“Fully stepping up” non-COVID 19 urgent services 
as soon as possible over the period to mid-June is 

the NHS’s aim, although there is uncertainty about 
timings and the extent of the likely rebound in 
emergency demand.

Some extra capacity brought online specifically 
for the coronavirus, including the Nightingale 
hospitals, will be retained in case of a renewed 
surge in demand. Additional ventilators coming 
out of the Ventilator Challenge UK will continue to 
be delivered to trusts over the coming weeks, but 
the new drive is to progressively return operating 
theaters and recovery suites to their normal use.

And in the short-term, the NHS has been asked to 
ramp up urgent, non-COVID-19 activity in areas 
such as cancer and cardiovascular, as well as 
screening and immunization services.

That is the canvas that Association of British 
HealthTech Industries (ABHI) director Andrew 
Davies is  working with, as he plans and co-
ordinates the UK medtech industry’s restoration 
of supplies to the NHS and other UK care 
providers. The push to restore export trade is 
going on in the background will fully come to the 
fore later, when other pre-COVID-19 themes – 
Brexit, the free trade negotiations with the EU, 
and trade deals with global economies  – resume 
their erstwhile prominence.

UK Medtech’s Current Priority
In the immediate future, UK’s medtech priorities 
lie elsewhere, and as the NHS “restoration and 
recovery” gathers pace, health care stakeholders – 
not just in the UK ̶  will also be gauging how long 
it will take for pre-COVID-19 behaviors to return: 
UK hospital admissions in late April were at just 
63% of the same period in 2019. That is probably 
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for a mix of reasons, including fewer major 
trauma cases due to lower all-round activity, and 
some care settings being seen by patients as high 
risk.

COVID-19 has had mixed effects on medtech 
business and activity levels, depending on where 
the companies play. For instance, intensive care 
unit (ICU) technologies and elective care devices 
will have seen vastly contrasting demand curves in 
recent weeks. The ABHI is aware that all medtechs 
need to plan for maintaining stock levels, and 
the association is now in weekly engagements 
with NHS England, NHS Improvement and the 
Department of Health and Social Care, to assess 
supply and demand

It has also established a formal mechanism to 
allow stakeholders to contribute to the effort 
to restart planned care, and is reviewing how 
medtech company staff can resume the support 
they are routinely called on to provide during 
complex theater interventions. This package of 
work, overseen by Davies, has already produced a 
guidance document for industry. 

The good news in that the health service has not 
been overwhelmed by COVID-19, and, in fact, 
the theme of restarting elective care was being 
anticipated and discussed before Stevens gave it 
the green light in his letter.  

There is capacity in the system for a return to 
routine, planned care, said Davies. Concerns 
have been voiced in the past week or two about 
patients’ ongoing reluctance to refer themselves 
for urgent care or to engage with the health care 
system for whatever motive, he told Medtech 
Insight.  This has prompted fears about serious 
issues health care issues being stored up for 
the future. In late April, health secretary Matt 
Hancock’s implored patients not to avoid seeking 
needed NHS care.

Urgent care that has been avoided by patients 
includes some types of cancer treatment, where 
immunocompromised patients, for example, 
might see their foregoing of some treatments as 
the wiser option at present. There is also concern 
about the number of stroke referrals being too 
low, and that it is not a real reflection of need. 
Although there is no hard and fast data yet, care 
is clearly being delayed on the part of the patient, 
Davies surmised.

“We’re at the stage of seeing where the NHS 
plans are going to land,” he said. The “restart,” 
though centrally coordinated, will be driven by 
local factors, such as infection and care levels, 
the availability of staff who have been deployed 
to COVID, absence levels, NHS theater capacity 
and the ability of the private sector to play a role. 
It will call for a rebalancing of scarce resources, 
he added, and hospitals must also keep some 
capacity in reserve for any second spike.

But local plans can hopefully be consolidated 
into regional approaches, and thereafter help 
to develop the national oversight that can guide 
industry’s reaction to NHS demand. “It appears 
most elective equipment companies have good 
stock levels at present – much of it has remained 
on the shelf. But they have not got forward 
forecasting for products, which is needed for 
allocation of goods, ordering components and 
securing raw materials.”

The industry can’t simply base its short and 
mid-term activity on historical demand. Another 
factor to consider is how many operations will 
be possible per day by staff in full PPE, which 
will slow down the whole process. The NHS is 
looking at establishing COVID and non-COVID 
workstream, and how that is arranged will vary, 
possibly happening within a single hospital, or by 
the setting up of COVID-only hospitals.    
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The UK is not the only country planning a return 
to elective work, and all others are doing likewise 
and we will soon see increased demand. “We are 
in a global market for supplies,” said Davies, and 
all economies to some extent have restricted 
their planned care. But the panic caused by 
scarcity of certain high-demand supplies during 
the pandemic is not expected to be repeated. 
However,  concerns remain where supplies for 
elective care and for treating COVID-19 patients 
overlap.

The NHS will be seeking to re-establish some care 
pathways, given that new referrals from primary 
care have not been coming though at normal 
levels. Ophthalmology procedures, for example, 
have not been happening at usual levels. And 
pathways are about more than the intervention 
alone – diagnostics, pre-screening and other 
elements all need to be factored in.

At present, data on how many patients are on 
waiting lists is at a premium, and data routinely 
lags, so the full and detailed picture of needs is 
still awaited. Despite this, Davies is pressing to 
get visibility of what is happening to NHS demand 
and getting the necessary data. “We are looking at 
mechanisms that will help in the restart, but that 
can’t happen until the NHS has done its planning,” 
he reiterated.

UK medtech companies are overwhelmingly SMEs, 
who typically have thin reserves to fall back on. 
Many have used the government’s furloughed 
staff scheme, which has now been extended 
in a phased way through to October. But if the 
business climate fails to improve within a month 
or so, their concerns over viability will return in 
strong measure. “It is fragile, and we need things 
to start turning around within months,” said 
Davies.

Companies want to get back to normal as soon 
as possible, and that also includes resuming the 
support work they provide for NHS staff during 
medtech interventions. In orthopedics and 
trauma, the medtech company staff providing 
technical support in the theater are seen as 
almost part of the care team.

And while it has been possible to do some service 
and maintenance remotely during COVID-19 – and 
remote tools have become incrementally more 
important during the crisis ̶  this obviously is not 
always the case, especially for larger equipment.  
Some medtechs are concerned about how their 
routine, credentialed, access will be controlled in 
the weeks and months ahead. Perhaps the track 
and trace apps now being developed will have a 
role to play in this, Davies suggested.;

The new drive to get back to elective, planned and 
non-urgent care is positive for the NHS, patients 
and the industry, and so also for the wider UK 
economy. In contrast, the economic effects on UK 
medtechs of the weeks of COVID-19 lockdown are 
difficult to pin down and cannot be generalized. 
Things are finely balanced for a tranche of 
industry. “For ABHI members, it has been a mixed 
bag, and that has been also seen even within the 
larger companies with broad portfolios,” said 
Davies.

Within the ABHI itself, COVID-19 has driven a 
significant shift in resource allocation, but the 
momentum for other facets of its work is being 
maintained as much as possible. As to UK care 
delivery generally, Davies said, “We won’t be 
returning back to where we were for some time, 
there will be a gradual return to previous activity 
levels and I anticipate some areas to maintain new 
working practices introduced during the pandemic 
and to never revert to previous protocols.”
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Clinical Trial Transparency To Move Up A Notch In UK
HRA To Build Sanctions Into Its Study Approvals Process

Executive Summary
The UK Health Research Authority has adopted 
a new strategy to give more teeth to its statutory 
objective of driving improvements in research 
transparency.

 

The Health Research Authority has unveiled its 
much-awaited strategy on how it plans to improve 
clinical trial transparency in the UK with provisions 
that will introduce “fair consequences for those 
who don’t take transparency seriously.”

Under the “Make it Public” strategy, the HRA 
intends to introduce, among other things, a new 
system in 2021-22 of considering a sponsor’s 
past “transparency performance” when it reviews 
applications to conduct new studies.

The strategy was drafted in response to a scathing 
parliamentary report in 2018 that criticized the 
HRA for not doing enough to resolve the problem 
of unregistered, non-reported and mis-reported 
clinical trials, even though research transparency 
was one of its statutory objectives. (Also see “UK 
Explores Feasibility Of 100% Trial Registration 
Rates In Major Transparency Push” - Pink Sheet, 
11 Jun, 2019.)

The process of building sanctions into the study 
approval process to deal with instances of non-
compliance represents a major change for 
the HRA, which is responsible for reviewing, in 
partnership with the devolved administrations, all 
health and social care studies involving people, 
tissues and personal data.

Just last year, the HRA’s policy director, Juliet 
Tizzard, expressed concern that the use of 
punitive measures to improve clinical trial 
transparency could drive clinical research out 
of the UK. (Also see “UK Heads For Full Trial 
Transparency” - Pink Sheet, 15 Jan, 2020.)

However, following feedback from stakeholders 
on its strategy when it was still being drafted, the 
HRA recognized that it was “time for change.” 
One thing that really rang out during the public 
consultation was the frustration in the voices of 
people who had taken part in research studies but 
had never heard about what the study had found, 
the HRA said.

The Make It Public strategy contains new 
measures to strengthen compliance with existing 
requirements relating to the registration of clinical 
trials, reporting of results and informing trial 
participants.

It also includes clear provisions to measure 
performance and to take action against instances 
of non-compliance. For example, the HRA said it 
would highlight instances of poor performance 
by publishing transparency information about 
individual sponsors in an annual report.

The strategy is about making transparency “the 
norm” in research and making information more 
visible to the public, the HRA said.

Advocacy group Health Action International 
welcomed the changes announced by the HRA. 
“Openness around the findings of clinical trials, 
both positive and negative, is critical to ensuring 
newly marketed medicines bring true added 

https://pink.pharmaintelligence.informa.com/PS125448/UK%20Explores%20Feasibility%20Of%20100%20Trial%20Registration%20Rates%20In%20Major%20Transparency%20Push
https://pink.pharmaintelligence.informa.com/PS125448/UK%20Explores%20Feasibility%20Of%20100%20Trial%20Registration%20Rates%20In%20Major%20Transparency%20Push
https://pink.pharmaintelligence.informa.com/PS125448/UK%20Explores%20Feasibility%20Of%20100%20Trial%20Registration%20Rates%20In%20Major%20Transparency%20Push
https://pink.pharmaintelligence.informa.com/PS141495/UK%20Heads%20For%20Full%20Trial%20Transparency
https://pink.pharmaintelligence.informa.com/PS141495/UK%20Heads%20For%20Full%20Trial%20Transparency
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therapeutic value, and allows bodies like the 
National Health Service to pay a fair price for new 
products,” HAI’s EU policy advisor, Ellie White, told 
the Medtech Insight.

The strategy is also being supported by 
organizations across the health and social care 
research sector – research funding bodies, 
hospitals and medical charities, the HRA said. 
“We are now working with patients, researchers, 
funding bodies and others to design the detail, so 
that the strategy creates lasting change across all 
health and social care research in the UK,” Tizzard 
said.

On the cost implications, Tizzard said, 
implementing the strategy does not have be 
expensive. “It is about a change in culture and a 
change in the way we all work. There will be some 
additional costs to make those changes and we 
have secured funding to do this,” she told the 
Medtech Insight.

Major Changes
The strategy comprises 10 commitments to 
improve research transparency that will be 
implemented through supporting projects 
within defined timelines. Major changes being 
introduced through the initiative relate to:

•  Registering clinical trials: In future, the HRA 
will register clinical trials on behalf of sponsors 
using the data that they submit for their study 
to be approved, unless an exemption has 
been granted to defer registration. At present, 
clinical trials of medicines are automatically 
registered on the EU Clinical Trials Register. 
On the other hand, the HRA expects sponsors 
of other types of clinical trials such as those 
for medical devices, surgery, public health and 
behavioral interventions to register these trials 

themselves, but it says that despite it being a 
condition of research approval by the HRA, 30% 
of these clinical trials are not entered onto a 
public registry. The authority wants to fix this 
by registering trials itself, so that there is full 
visibility of all clinical trials from the beginning of 
the study.

•  Reporting results: The HRA will pilot and develop 
a data set for the final report on clinical trial 
results that sponsors are required to submit 
12 months after a study has ended. At present, 
there is no defined dataset for this final report 
and the HRA is unable to chase overdue reports 
due to resource constraints. To address the 
issue, the authority will make changes to its 
IT systems to send automated reminders. In 
addition, researchers and sponsors will have to 
submit a lay summary of the study results, as 
part of the final report, which will be published 
on HRA website.

•  Measuring performance and taking action: 
Information submitted by sponsors in the 
final report on their study results will be used 
by the HRA to measure their transparency 
performance and to take action in cases of non-
compliance. The HRA will publish annual reports 
describing its own work to improve research 
transparency and, once it has an appropriate 
data collection and monitoring system in place, 
transparency performance in the research 
community. When reviewing new studies for 
approval, the HRA will consider the extent to 
which a researcher or sponsor has fulfilled 
their transparency responsibilities in relation to 
previous studies.

•  Informing trial participants: The HRA will 
change the question it asks study applicants 
from whether they will share study results with 
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participants to how and when they will share 
this information. It will also issue new guidance 
on how study participants should be informed 
of study findings, taking into account the types 
of research which may make this more of a 
challenge, such as research involving adults 
without capacity, emergency research etc.

The HRA’s transparency policy was agreed in 
principle by the HRA board in December 2019, 
but its approval was delayed following the 
announcement of a general election by the UK 
government to deal with Brexit. The strategy was 
then expected to be announced in February but 
was delayed again and was finally announced on 
30 July.

Sign-up to a free Medtech Insight trial for the latest 
Medtech Brexit news and insight.

https://medtech.pharmaintelligence.informa.com/mti-originals/brexit-watch?utm_source=Brexit_Storyscape&utm_medium=email&utm_campaign=Medtech_Brexit_Pack

