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Digital health acceleration: are we governing fast enough?

The UK health and care system
is undergoing a rapid digital
transformation. From Al-
powered diagnostics to virtual
care platforms, the pace of
innovation is accelerating—
and rightly so. But as we move
faster, we must ask: Are our
governance and leadership
structures and capabilities
keeping up?

The push for faster
adoption

NHS England and NICE are
actively reforming how digital
health technologies are
assessed and adopted. The
Digital Technology
Assessment Criteria (DTAC) is
being reviewed to reduce the
burden on suppliers and
improve clarity for NHS
organisations. Meanwhile,
NICE's HealthTech
programme is streamlining
how digital and Al
technologies are evaluated for
clinical and cost-effectiveness.

These reforms are designed to
accelerate innovation—a
welcome move for patients
and providers alike. But they
also raise a critical challenge:
How do we ensure safety,
fairness, and accountability in
this faster-moving
environment?

The risk of regulatory
fragmentation

The British Medical
Association (BMA) recently
raised concerns about
regulatory fragmentation in Al
governance across the UK
health system. With multiple
bodies issuing overlapping
but inconsistent guidance,
there's a growing risk of
confusion, inefficiency, and
even harm.

This fragmentation makes it
harder for health and care
organisations to know which
standards to follow—and for
innovators to navigate the
system. It also increases the
burden on digital leaders who
are already stretched thin.

What's really holding back
digital transformation?

In our work across the health
and care sector, we've
consistently seen that
technology isn’t the main
barrie—people and processes
are.

We recently asked NHS
professionals: “What's the

biggest barrier to digital
transformation in your
organisation today?” (Figure 1)

These results are telling.
Leadership and governance—
not infrastructure or funding—
are the top blockers. That's
why we believe a new
approach is

needed.

Introducing the CARES
Framework

To help organisations navigate
this complexity, we developed
the CARES framework—a
principle-based model for
governing Al and digital
solutions in clinical settings
covering six areas: Safe,
Effective, Explainable, Fair,
Accountable, and Redress.

Rather than reinventing
governance from scratch,
CARES helps organisations
extend and adapt their
existing policies and controls
to meet the demands of
emerging technologies.

(Figure 2)
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Figure 1 - What's the biggest barrier to digital transformation in your organisation today?
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https://www.bmj.com/content/389/bmj.r1103
https://www.bmj.com/content/389/bmj.r1103
https://www.nice.org.uk/about/what-we-do
https://transform.england.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/
https://transform.england.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/
https://digitalregulations.innovation.nhs.uk/regulations-and-guidance-for-developers/all-developers-guidance/understanding-routes-to-nice-health-technology-assessment/
https://digitalregulations.innovation.nhs.uk/regulations-and-guidance-for-developers/all-developers-guidance/understanding-routes-to-nice-health-technology-assessment/
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MasonadVisory ciinical Al Risk & Ethics Standard (CARES) framework
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Ensure Al systerms operate safely
and reliably, minimizing risks o users
and patients.

Evaluate and enhance Al system
perfarmance to achieve desired
patient cutcomes and improve
efficiency.

Frovide clear, understandable
explanations for Al decisions to build
trust and fransparency.
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Ensure Al systermns are unbiased and
provide equitable care to all patient
aroups

Establish accountability frameworks
to oversee responsible Al
development and deployment.

Implement mechanisms for
addressing grievances and
correcting emors in Al system
decisions

Our sowces include: Alan Tuing Ins
MNHS England, including Al Lab: Nation

e [ATI; Care Qualify Commission [CQC), including key lines of enguiny [KLOE]: Medical Health product Regulations Agency [MHRA],
stituhe for Health ond Care Excellance (NICE).

Where do we go from here?

As NICE and NHS England
push for faster adoption of
digital health tools, frameworks
like CARES can help ensure that
governance keeps pace with
innovation—without
compromising on safety, equity,
or trust.

But we also need to address
the leadership gap. Digital
transformation isn't just about

Figure 2 - CARES framework

tools—it's about culture,
capability, and clarity.

We love to hear from
others working in digital
health and governance:

« How are you navigating
the tension between

innovation and regulation?

« What's working—and
what's missing—in your
organisation’s digital
leadership?

If you would like to speak to
Paul regarding the article,

email contact@masonadvisory.c

om.

If you want to find out more
about our services, click here.
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