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An Innovator’s Guide to the NHS: Navigating the
barriers to digital health was commissioned by
Boehringer Ingelheim – a family-owned global
pharmaceutical company committed to partnering
with innovators and start-ups who share the goal of
improving healthcare through digital transformation.
This Innovator’s Guide was written by Decideum Ltd, a
specialist market access consultancy based in the UK.
Due to the fast-moving pace of the digital health arena,
some of the information contained in this report will
have evolved since publication in November 2020.

“Britain has the chance to lead the
world on HealthTech. We already
have some of the world’s best
HealthTech companies…and we
have the world’s biggest health
institution. I want to use all of this
to build an ecosystem of the best
HealthTech in the world.”1a
– Matt Hancock MP,
Secretary of State for Health and Social Care

Introduction
The COVID-19 pandemic has thrust
digital health to the forefront of
healthcare and the need to ensure
access to the most effective digital
innovations has never been greater.
Digital is to play a key role in the future
of healthcare in England – giving
patients more control over their own
health, improving clinical efficiency,
increasing access to healthcare and
ultimately boosting health outcomes.
However, clear challenges remain in
making sure digital health reaches its
full potential.

The intention of the Innovator’s Guide is to provide
an overview of the dynamic and complex digital
health landscape in England. It provides innovators
looking to get their product into the NHS, with
a helpful guide to navigate the system, while
simultaneously giving policymakers an insight into
some of the key obstacles to widespread digital
health technology (DHT) uptake.

The digital health technology landscape in England
has made significant progress in recent years,
accelerating over the last six months in particular,
due to the coronavirus pandemic. An Innovator's
Guide to the NHS: Navigating the barriers to
digital health is Boehringer Ingelheim (BI)
UK's contribution to building on this progress;
setting out where significant obstacles to
uptake remain and identifying approaches for
overcoming them. Following engagement with
NHSX, the Academic Health Science Network
(AHSN), Clinical Commissioning Groups (CCGs),
patient representatives and innovators, the
Innovator’s Guide offers a comprehensive and
insight-led assessment of the digital health
landscape, aiming to drive improvements in the
system and accelerate the spread of digital health
technologies nationwide.

Based on the analysis of this landscape, it offers
advice to innovators on how to improve their
chances of accelerated uptake, with suggestions
for policymakers as to how best to facilitate the
spread of the most impactful and effective of these
technologies. It calls upon digital stakeholders
across the health space to collaborate to tackle
existing barriers to uptake and spread of digital
technology, thereby improving patient care and
advancing the sustainability of the NHS.

The Innovator’s Guide offers a holistic view of the
digital landscape, with three specific chapters on
the regulatory, access and reimbursement
environments facing digital entrepreneurs today.
The chapters are bolstered by case studies, based
on the lived experiences of digital innovators,
which highlight the issues they faced in bringing
their products to market.
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Partnership with patients in digital health
True partnership with patients should be the guiding principle throughout a product’s journey –
digital health products must respond to patient need.
Work is being done to champion patient priorities in digital health, by multi-stakeholder work
streams like the Patient Coalition for AI, Data and Digital Tech in Health, spearheaded by the Patients
Association. Made up of a diverse range of representatives from medical charities, industry,
policymakers and patients themselves, the group’s primary aim is to ensure that patient interests are
at the heart of policymaking.
Innovators should consider four key aspects that are of importance to patients throughout the
development of their product: usability, accessibility, trust and personalisation.

Stakeholders

Acronym key

DHSC
DHSC

Department of Health and
Social Care

BEIS

BEIS
Department for Business,
Energy and Industrial
Strategy

NHS England

NHSX

CCG
Clinical Commissioning
Group

STP
CCGs, STPs +
ICSs
(inc. GDEs and
LHCRE)

Sustainability and
Transformation Partnership

NHS Digital

ICS

AHSNs

Integrated Care System

Innovate UK

HSSF

Digital
Innovation
Hubs

AHSN

Office for Life
Sciences

Academic Health Science
Network

HSSF
Health Systems Support
Framework
Accountable to
Oversight of

Innovators

Accelerated
Access
Collaborative

NICE

Collaboration
Funding
Point of entry

NICE
National Institute for
Health and Care Excellence
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Journey towards digital healthcare
This chapter looks at the policy
landscape over the last twenty years,
in which digital health policy has
evolved and advanced to become a top
priority. Our analysis shows that there
remain three main obstacles to digital
uptake and spread across the NHS:
a) fragmentation b) digital confidence
and c) demonstrating value.
a) Local and variable approaches to digital
innovation interpret policy differently, and
while national bodies—NHSX & NHS Digital—
drive forward with initiatives that have huge
potential to streamline processes. It is early days
and these are yet to filter down to the local level.
This has led to some fragmentation and variable
levels of digital maturity between regions, which
has been confusing for innovators.
b) Buy-in from healthcare professionals (HCPs)
is critical to the implementation of new

Key advice for
innovators:
It is advisable for innovators to closely align
their products to the clinical priority areas
set out in national health policy, while also
remaining aware of regional differences
in need. In addition to this, it is vital that
innovators are engaged with patients at
every step of a product’s journey, from
development onwards.

technologies, but they need additional capacity
to trial products, more high profile digital
clinical champions, and a programme to
upskill the huge NHS workforce. Addressing
their concerns around reliability and decision
making responsibility, such as with AI, as well
as data privacy issues, is also required.

c) One of the biggest challenges facing digital
health entrepreneurs is generating sufficient
evidence to support the value-based
judgements that are made about their products.
From engaging with innovators and policymakers, Boehringer Ingelheim has established
that entrepreneurs struggle to build evidencebased value propositions due to a lack of
capacity at the local health organisation to
carry out pilots, as well as these organisations
requiring effectiveness data that is specific
to the needs of their local population.
Collaborating with industry, as advocated by
the Life Sciences Industrial Strategy (LSIS),
can provide innovators with the opportunity to
overcome this barrier.

Key suggestion
for policymakers:
NHS England and NHS Improvement and
Health Education England to consider
focusing on building digital capacity
by supporting existing industry-led
programmes and creating a flexible
culture, that encourages lifelong learning.
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Regulation
EU medical device law, which guides digital health
regulation, is changing with the introduction
of the Medical Devices Regulation (MDR) and
In Vitro Diagnostic Medical Devices Regulation
(IVDR) in 2021 and 2022, respectively. Changes
to medical device classification criteria means
innovators may have to fulfil different CE marking
requirements, increasing the administrative and
cost implications of bringing forward a new
product.
Data protection and information governance
capacity continue to be a barrier to the
interoperability and integration of certain digital

Key advice for
innovators:
To speed up market access timings and
avoid unnecessary delays in adoption,
innovators should remain alert to any
changes in regulation (MDR, IVDR and
Brexit), ensure submitted evidence is
in accordance with NICE Evidence
Standards Framework for Digital Health
and pre-prepare a data protection
impact assessment (DPIA) that can be
communicated to Trusts.

technologies into the NHS. At present, the NHS
lacks the information governance (IG) capacity to
handle the influx of new digital technologies trying
to enter the system.
The impact of Brexit remains uncertain. The
Medicines and Healthcare products Regulatory
Agency (MHRA) had originally planned to transpose
all key elements of the incoming EU MDR and
IVDR into its law. These plans have been withdrawn
with the newest guidance stating MHRA will
“take into consideration international standards
and global harmonisation”. This commitment is
significantly softer than previously.

Key suggestion
for policymakers:
Including data governance in the training
curriculum for digital leaders and
procurement staff at the regional level
would allay fears around processing patient
data, minimise potential information
governance hazards and encourage the
uptake of digital innovation.
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Access
There is clear appetite across Government and
NHS England for increasing the speed at which
digital health tech is able to be adopted within the
NHS – the COVID-19 pandemic has intensified
this appetite. This is why we have seen additional
investment and resource channelled towards routes
such as the Accelerated Access Collaborative,
the establishment of horizon scanning system
HealthTech Connect and support programmes like
the NHS Innovation Accelerator.
Academic Health Science Networks (AHSNs) offer a
wide range of support for health innovators and are

Key advice for
innovators:
Innovators would benefit from actively
seeking timely collaboration with NHSX,
AHSNs and industry to address gaps in
commercial expertise.

worth considering as key local support partners
early on, for those looking to navigate and infiltrate
the NHS. These support packages are outlined
in detail in this chapter, with help from the AHSN
leaders.
There are also other valuable funding streams
and support mechanisms available to innovators
and small and medium-sized enterprises (SMEs)
in digital tech through a variety of channels such
as Innovate UK. These can provide valuable cash
injections to help develop proof of concept and
product refinement.

Key suggestion
for policymakers:
To develop a centralised incentive scheme
and an expansion of existing schemes to
give hospital trusts the capacity to run pilots
of potentially beneficial technologies, and
encourage hospitals to roll out innovations
that have been successfully piloted elsewhere.

Reimbursement
There is a lack of clear and comprehensive national
reimbursement for digital health products, meaning
innovators have to traverse a fragmented system
with numerous NHS organisations, to receive
product traction and achieve commercial viability.
The NHS does not at present operate as an effective
single market, though there may be benefits to the
system, patients and innovators if it did.
As companies seek to secure the use of their
product at one site after another, they may find
that evidence of cost-effectiveness that satisfied
one NHS customer, is not enough to satisfy others.

Key advice
for innovators:
The routes to commissioning are complex
and highly variable; knowing early on what
options are available to you will alter the
way in which you present your value
proposition. Seek advice from AHSNs, the
life science industry partnerships and existing
NHS arm’s-length bodies, or specialist market
access advisors, to guide you on this.

A set of minimum national standards can offer
helpful guidance, but meeting these alone is
unlikely to be sufficient to secure widespread
adoption across the NHS.
Policymakers, convinced of the virtue of DHTs, are
starting to look for more effective ways of calculating
their value, but this work is in its infancy and we
still have a long way to go before these evaluation
methods become broadly accepted practice.
Indeed, as the universally respected body in
technology appraisal, a lot of expectation awaits
NICE’s progress with its DHT pilot.

Key suggestion
for policymakers:
It would be beneficial for NICE to accelerate
and expand the capacity of its Digital Health
Technologies (DHT) evaluation process
following roll out of the pilot in 2019/20 and
more formally involve clinicians and patients
in decision-making about which DHTs to
adopt.
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Call to action
The problem:
Fragmentation of the Access and
Reimbursement Landscape

The challenge of addressing a fragmented system is by no means a simple one. In order to navigate and
improve the innovation pathway, innovators and policymakers must first understand the complex and
obscure digital landscape. BI has developed the Innovator’s Guide precisely to this end. In addition to
this, Boehringer Ingelheim will use its suggestions to policymakers to spark meaningful discussions with
key stakeholders across digital, and identify opportunities that could contribute to the alignment of local
health bodies and national plans, in a way that benefits both patients and innovators. NHSX has also
launched a new initiative to streamline processes innovators may find useful.

The problem:
Digital Confidence and Upskilling the Workforce

A sustained culture shift will require education programmes like the DigitalHealth.London’s Digital
Pioneer Fellowship, (the third cohort (2021) of which is being sponsored by Boehringer Ingelheim) to
work alongside with a comprehensive digital education strategy, established by NHS England and Health
Education England. This would entrench digital skills in the clinical community and encourage digital
receptiveness among HCPs.

The problem:
Demonstrating the Value of Digital Technologies

Digital innovators who are finding it difficult to communicate the value of their product to payers would
benefit from finding an industry partner to assist with evidence generation, value proposition writing and
market access know-how. Boehringer Ingelheim are keen to collaborate with digital health entrepreneurs to
share their expertise and experience to develop meaningful digital solutions. Partnerships can offer innovators
the opportunity to address gaps in knowledge and capacity, ultimately increasing the chance of their product’s
success in the market. As a first step, innovators can visit Boehringer Ingelheim's UK website and download
the Innovator’s Guide in full for further information.

www.boehringer-ingelheim.co.uk

