
AXREM’s members have always driven 
innovation in imaging and oncology. 
Since 2020, the AI Special Focus Group 
have been champions of promoting the 
responsible adoption and upscaling of 
artificial intelligence and machine learning-
enabled diagnostics. Our group comprises 
of most of the AI providers in the radiology 
market who innovate by providing research 
and development to improve accuracy and 
workflow in the diagnostic portions of care 
pathways.  

The challenges of healthcare delivery are well known, 

including workforce shortages, increasing demand for 

services and a real risk of staff burnout. In their 2023 

census, the UK Royal College of Radiologists calculate 

that there are 30% fewer radiologists than needed to meet 

demand, estimated to rise to 40% by 20281. These are 

placing immense pressure on healthcare systems. 

Innovation is needed, not for its own sake, but to help 

address these challenges and to enable healthcare 

professionals to focus on higher-value caring tasks instead 

of wrangling large amounts of information. 

However, AI-enabled innovation in the UK healthcare 

system is currently complex, with much duplication of 

effort. A more consistent approach to innovation for AI is 

needed if it is to be adopted at scale. 

AXREM offer the following manifesto as a blueprint for

the responsible adoption of AI in radiology and imaging

at scale.
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AXREM is the UK trade association representing 

the interests of suppliers of diagnostic medical 

imaging, radiotherapy, healthcare IT and care 

equipment including patient monitoring in 

the UK. Our group is comprised of most of the 

industry supply companies. AXREM members 

supply most of the diagnostic medical imaging 

and radiotherapy equipment installed in UK 

hospitals. 

In doing so, our member companies and

their employees work side by side with 

Radiologists, Radiographers and Practitioners, 

Oncologists and a wide range of healthcare 

professionals in delivering healthcare to patients 

using our technologies. Our members therefore 

have unique knowledge, experience and 

insight into the workflow and challenges faced 

by healthcare professionals on a day-to-day 

basis, which enables us to develop and offer 

innovative solutions to improve the speed

and quality of diagnostic procedures and 

treatments with our aim of improving 

patient care.



Ensuring Trust and safety

AXREM acknowledge that AI and machine-learning 

are new technologies. These open many questions 

about deployment and use, as well as concerns about 

potential unintended consequences. 

AXREM member companies are responsible providers 

who recognise the importance of meeting regulations 

and wider standards. Patients, public and professionals 

need to have trust in AI outputs which feed into the care 

pathway and can be reassured that we are upholding 

patients’ rights to privacy and to be treated fairly. 

As far as practicable, we will use techniques that help 

explain our solutions’ AI outputs while also recognising 

that part of the rationale for AI is to spot patterns that 

are missed by humans. 

Our members will use academically rigorous evidence 

to underpin our products and claims.  We will participate 

and collaborate with independent researchers to 

generate evidence and undertake validation exercises. 

 We will engage with the creators of validation 

frameworks to ensure these assessments are practical 

and re-use evidence from manufacturer’s existing 

processes where possible.

However, AXREM has observed a proliferation in AI/

ML validation standards and frameworks, which can 

overwhelm both small and large companies and overlap 

with existing, internationally adopted frameworks. 

The result is that the same evidence is repeatedly 

reformatted and repackaged to demonstrate the same 

requirements. 

Potential adopters of AI have all received a message 

that AI applications trained on one set of data in one 

country or region may not generalise in the UK setting. 

Where evidence gaps are identified, members will 

participate in evidence generation. Evidence may come 

from standalone performance evaluation studies (such 

as Project AIR), though our members will advocate for 

evidence generated from real-world workflow in a care 

pathway in order to demonstrate full benefits of our 

solutions. 

We will support healthcare 
organisations in conducting 
their own integration testing, 
user acceptance testing and 
validation, acknowledging their 
requirement to do so under 
clinical safety standards, such
as DCB0160 and equivalents in 
the other UK nations.

AXREM collaborates and works with a wide
range of stakeholders and bodies to achieve
our vision including:

• 	 British Institute of Radiology (BIR)

• 	 The National Imaging Board

• 	 Royal College of Radiologists (RCR)

• 	 Society and College of Radiographers (SCOR)

• 	 Institute of Physics and Engineering

	 in Medicine (IPEM)

• 	 Medical and Healthcare Products Regulatory

	 Agency (MHRA)

• 	 The National Institute for Health and Care

	 Excellence (NICE)

• 	 NHS England & Improvement, NHS Digital, Supply 		

	 Chain Coordination Limited (SCCL) and NHS

	 Supply Chain

• 	 National Association of Medical Device Educators

	 and Trainers (NAMDET)

• 	 British Society of Echocardiography (BSE)

• 	 British Medical Ultrasound Society (BMUS)

Nonetheless, AXREM note that other countries are further 

ahead in validation of AI applications using nationally 

collected data, pooling data and resources, particularly the 

burden of de-identification. We include an example of one 

such initiative that could be used as a model for the UK. 



Regulation and compliance 

The current two-track system for regulating medical 

devices has created understandable confusion in 

the NHS, locally and centrally. Currently the Medical 

Healthcare Products Regulatory Agency (MHRA) 

accepts UK registration of AI as class I and accepts 

EU MDR classification, where most AI in imaging/ 

oncology is class IIa or IIb.  

AXREM members will continue to meet all applicable 

medical device regulations. We are concerned for 

the future of Software-as-a-medical device (SaMD) 

and AI regulation in the UK. Any divergence from 

other international regimes would result in increased 

compliance costs, which would feed through to the 

NHS, the main buyer – or result in decisions not to 

serve the UK market.  We welcome the MHRA recent 

consultation on the proposed international reliance 

route, removal of the UKCA mark, and the ‘AI airlock’ 

initiative to explore novel topics in device regulations 

and look forward to its outputs.

Additional layers of compliance in the NHS significantly 

adds to the challenges faced by AXREM members in 

providing solutions. AXREM are concerned that the 

compliance burden for entering the NHS market is a 

growing barrier which only the most well-funded SMEs 

and larger enterprises can overcome. 

  

AXREM supports the original intention of the NHS 

England Digital Technology Assessment Criteria (DTAC)5 

to act as a ‘checklist’ for deploying organisations, but 

we have identified issues and significant overlaps with 

other initiatives. Additionally, the DTAC is applied at 

each local English body and varies in usage. We believe 

this duplication of effort local NHS level is an example 

of Lord Darzi’s productivity issue6 in action.

AXREM members continue to 
respect the need for compliance, 
but the process of demonstrating 
compliance is overly repetitive. 
Evidence is often demanded 
during assessment for security, 
qualification for frameworks, 
again in procurement, repeated 
during contracting, and 
then requested again during 
deployment.



At AXREM, we recognise our responsibility to safeguard 

patient data and uphold the highest standards 

of cybersecurity in the NHS. In the age of digital 

transformation, AI solution providers must uphold an 

unwavering commitment to cybersecurity, especially 

when implementing cloud solutions within the NHS.

Our members will comply with the General Data Protection 

Regulations, explaining how our solutions use data and 

what is processed where. We will actively help healthcare 

organisations fulfil their obligations as custodians and 

controllers of patient data by collaborating with imaging, 

informatics, and data protection teams. 

As potential processors of sensitive patient data at scale, 

our member companies recognise the importance of 

robust security measures and maintaining interoperability 

across systems. 

The UK’s policy landscape for AI in healthcare is 

fragmented, with multiple government bodies and 

stakeholders involved. AXREM welcomed the Digital 

Regulations service but advocates for a single, 

centralised resource that healthcare providers and 

industry stakeholders can reference for AI-related 

matters. 

Moreover, while there is a strong desire to ensure AI 

works effectively in the UK, data access barriers exist to 

using UK data for the training and development of new AI 

models. AXREM were disappointed that whilst the recent 

Sudlow review on health data7 emphasised the role of AI 

and the use of secure data environments for validation 

of AI, it only briefly alluded to use of UK data for model 

training and development. 

Where appropriate, AXREM will work with national 

procurement bodies and welcome the ongoing dialogue 

on how procurement can support innovation and help 

connect suppliers and buyers. 

We see a role for procurement bodies to help NHS 

organisations and buyers not just with requirements, 

vetting bid responses, procurement and contracting but 

also to help reduce the duplication of demonstrating 

compliance.

Protecting information  Policy and data access challenges  

Smart procurement 

Our manifesto outlines our vision for safeguarding 
healthcare data as follows:

•	 Encryption: Data in transit and at rest, shall be encrypted  

	 using industry-standard encryption algorithms. 

•	 Access Controls: Implementing stringent controls

	 based on the principle of least privilege is imperative. 

•	 Continuous Monitoring: Utilising monitoring systems 

	 to look for system deterioration.

•	 Regular Audits and Assessments: Evaluate effectiveness 

	 of security measures and identify any vulnerabilities or 

	 areas for improvement. 

•	 Incident Response Plan: A comprehensive incident  

	 response plan shall be in place, to be used in the event 

	 of a security breach or cyber-attack. 

Nonetheless, the extensive local variation of IT security 

questionnaires, Data Processing Impact Assessment (DPIA) 

templates, and the level of detail and questions asked creates 

significant overhead for suppliers. The same evidence must 

constantly be reformatted, split up and re-framed. AXREM 

believe this contributes a significant productivity hit for 

the local NHS, with each organisation repeating the same 

assurance activities. 

AXREM members are also seeing competing demands 

between the cybersecurity team’s expectation of rapid 

patching for critical and high software vulnerabilities, set 

against the requirement to manage and validate change 

within medical devices. 

Without solutions to data access 
barriers – which AXREM see as 
governance rather than technical  
– the UK will continue to lag 
behind as a location where AI 
models are actually built and 
trained.



Different types of AI algorithms can alleviate system 

pressures across the healthcare workflow, from referral 

and patient placement through to reporting. The risk 

of automating a human function with AI is real, but 

different parts of the workflow come with very different 

levels of risk. 

AI solutions have been clinically proven in diverse 

settings, but adoption should focus on how these 

technologies integrate into local workflows and 

contribute to improving patient outcomes. AXREM 

members will increasingly seek to frame their solutions 

in the context of patient care pathways. 

AXREM recognise apprehension associated with the 

introduction of new technology and members will be 

realistic open the risks introduced by our technologies. 

Hazards (as required by DCB0129) and their mitigations8 

will be identified and documented. However, we urge 

the community to remember that humans are fallible, 

so patient recalls, and misdiagnoses are a fact, not a 

myth. We should take care not to hold AI to a far higher 

standard than we expect of ourselves. 

Practical deployment – balancing risk 

There are two main ways to scale; deployment across 

multiple NHS bodies in a network (or even nationally)

and within individual NHS bodies such as a Trust or Health 

Board. While AI is often viewed as “new and untested,” 

many solutions have been proven clinically and should 

be evaluated based on their fit within existing radiology 

workflows.

When a solid clinical case exists for an AI solution, AXREM 

are asking that funding is allocated for pilot programmes 

and for scaling proven solutions across multiple Trusts or 

Health Boards. Such funding should also be multi-year, as 

too many paid deployments are still paid for year-on-year. 

Sharing business cases and collaborating on procurement 

will accelerate AI deployment across the NHS. Networks 

can also pool purchasing power to negotiate better 

commercial terms for wider adoption.

As the number of AI solutions increases (now approximately 

500 cleared for use in the UK), a shift towards platform-

based deployment is necessary, or at least seeking to

share functions for orchestration of data going in and 

collection of results coming out. No single platform is 

currently capable of supporting all AI solutions, so NHS 

bodies’ strategies should prioritise platforms that best suit 

their needs.

In an era where healthcare demands are escalating, 

new AI applications must integrate into workflow. 

Any application which does not will add to inefficiencies 

and burnout instead of alleviating them. 

Seamless integration ensures that healthcare 

professionals have immediate access to comprehensive 

patient data.

We will adhere to industry standards and best practices 

for interoperability, using HL7 and DICOM to ensure 

exchange of healthcare data into and out from AI 

solutions. Where local systems support them, we will 

endeavour to use newer protocols such as FHIR. 

Greater integration into workflow will require more 

extensive use of coded information and AXREM 

recognise and endorse this. However, blanket standards 

requirements such as “ODS-conformant” or “SNOMED-

compliant” in the Procurement Tower Operating Model 

(PTOM)9 are unclear and unhelpful. Without clarity on 

the purpose and scope of each requirement, suppliers 

and buyers alike will be unable to determine whether 

requirements have been met. 

Scaling AI Seamless integration for workflow  



AXREM members will continue to have a key role in 

providing AI education: as guest lecturers in undergraduate 

and postgraduate programmes and by contributing to 

wider education initiatives with other professional bodies. 

Effective AI implementation at local and regional level 

needs dedicated clinical involvement, but also people with 

wider skills in digital clinical transformation. Our members 

can help lead this but also acknowledge the importance of 

NHS project managers, transformation leads, chief clinical 

information officers and technical leadership from clinical 

scientists, PACS Managers and IT infrastructure specialists. 

Education and leadership



INNOVATION AND UPSCALING: 

We call on policymakers, NHS leadership, and

AI developers to collaborate on clear, consistent 

innovation pathways that support the responsible 

scaling of AI technology in healthcare. 

Specifically, by: 

•	 Providing appropriate multi-year funding for  

	 innovation, considering the value to the 

	 whole care pathway. Accordingly, it may  

	 be  appropriate for organisations’  

	 Transformation teams or even Integrated 

	 Care Boards or Health Boards to hold the  

	 budget rather than individual departments. 

•	 Using existing NHS networks to pool purchasing  

	 power, share business cases, expertise and  

	 collaborate on procurement and governance 

	 to accelerate the scaling of AI technologies 		

	 across a region.

AVOIDING DUPLICATION IN COMPLIANCE:

Our members collectively spend thousands of 

hours reframing existing information for multiple 

questionnaires and documents relating to 

information governance, cybersecurity, clinical 

safety, and medical device deployment. 

In respect to the NHS England Digital Technology 

and Assessment Criteria (DTAC), we welcome the 

upcoming consultation, but call for change in

these areas: 

•	 Supporting evidence to be centrally held by the

	 NHS, retrieved by local organisations – and 		

	 ideally validated once.

•	 Greater guidance from NHS England on how 	

	 and when Trusts are supposed to use DTAC. 

In the area of Data privacy and Cybersecurity, 

we call for reduced variation in compliance 

questionnaires and templates, particularly 

concerning Data Protection Impact Assessments 

(DPIAs). Standardisation, especially in Scotland, 

has streamlined the adoption process, and AXREM 

advocate for similar efforts UK-wide.

AXREM recommend a role for Procurement 

frameworks such as NHS SBS and Supply Chain 

to add value by collating ‘compliance packs’ and 

providing them to specific teams within purchasing 

organisations – much of the information is provided 

during procurement already.

AVOIDING DUPLICATION IN VALIDATION: 

Whilst we understand concerns about AI generalising 

outside its training context, AXREM advise caution 

from standards bodies, academic organisations 

and the NHS before creating new validation and 

assessment frameworks. We urge anyone considering 

this to review what already exists in both the NHS and 

international community, and to understand what 

manufacturers must already do to obtain medical 

device clearance.

It is not practical for all NHS bodies to prepare large 

datasets, establish ‘ground truth’ and assess the AI 

results. Instead, AXREM urge the UK to accelerate 

adoption of practical, hands-on validation initiatives, 

like Project AIR (Netherlands), by designating a lead 

body to establish and host benchmark datasets and 

potentially algorithms for independent validation.

We also invite the NHS to consider a distributed 

model of QA, sending out sample datasets, similar 

to how the laboratory NEQAS scheme10 sends out 

analytical samples for to analysers, which remain 

in-place at hospitals, with results being returned and 

collated.  

UNDERSTANDING RISK:

We call on the MHRA to work with the UK NHS to 

educate the frontline cybersecurity community on 

the tension between instant security patching and 

obligations to manage change and ensure integrity 

of our members’ medical devices.

When looking at risk-benefit of new technologies, 

AXREM call on health organisations honestly appraise 

the actual ‘risks of now’, such as delays in identifying 

diseases and conditions in backlogs of X-rays and 

scans and the errors inherent in current radiology 

interpretation.11

In the areas of technical and interoperability 

standards, AXREM call for clarity on several of the 

poorly defined generic IT ‘PTOM’ requirements. We 

are ready to work with NHS central bodies to define

a set tailored for imaging AI. Specifically:

•	 We insist on the removal of the WCAG 2.1 AA  

	 requirement, which is intended for textual  

	 web pages, but is completely inappropriate for  

	 enterprise imaging applications used by 		

	 healthcare professionals.

AXREM calls to action 
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STANDARDISATION: 

We call on the MHRA and UK Government to 

diverge as little as possible from other regulatory 

regimes and to use evidence accepted by other 

countries. We encourage the MHRA to reinvigorate 

their software-as-a-medical device change 

programme, especially considering the emergence 

of large-language and foundation models in 

healthcare. 

ACCESS TO DATA: 

The Sudlow review identified the importance 

of access to data for validation and proving AI, 

but only briefly alluded to provision of UK data 

for developing and improving AI models. We 

welcome the Prime Minister’s “determination to 

unlock the innovation potential of NHS data”12,13. 

Nonetheless, we urge central government and 

NHS bodies to consult with industry on what data 

access arrangements and compute infrastructure 

are needed to enable this. And we call for 

guidance to be provided for the NHS staff who will 

administer access to data and who will evaluate 

patient and public benefit in providing this data. 

EDUCATION AND LEADERSHIP:

Finally, we call on NHS Trusts to establish formal 

AI lead roles, with dedicated time to focus 

on driving the adoption of AI and machine-

learning solutions. Where this involves clinical 

staff, programmed activities (PAs) should be 

allowed for this in job plans. We also encourage 

greater recognition of the importance of skilled 

project management and transformation 

teams, accompanied by investment in their 

development.  

We invite all stakeholders in the UK health 

technology and transformation community 

to collaborate with us in the risk evaluation, 

compliance and benefits assessment that 

ensures AI works for everyone in the healthcare 

system – patients, providers, and the wider 

community. 

Together we can build a future 
where AI improves patient care, 
reduces waiting times, and 
addresses a growing healthcare 
workforce crisis.
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