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Executive summary

Patients, the NHS and the
biopharmaceutical industry should
be able to use the increasing amount
of digital health data in the UK to
improve outcomes for patients,
reduce costs and enhance efficiency
in the NHS, and discover, develop and
deliver new treatments.
However, the full potential of health data cannot
be realised until structures and processes enable
straightforward accessibility. The industry has been
handling health research data generated in clinical
trials securely for decades and we can work with
UK policymakers and the NHS to enable efficient,
legitimate health data access for research and care.

This report outlines how the industry uses health
data to develop new medicines, gives ABPI
members’ views on how to build trust with patients,
details the industry’s current views on opportunities
and challenges with UK health data, and concludes
with a proposal for ABPI members to work with the
Government and the NHS to realise the potential of
the UK’s health data.
Health data is used throughout the process of
developing new medicines, from understanding
disease and defining unmet need to proving the
value of a medicine in the real world.
This includes data on clinical history, diagnosis,
genetics, current and experimental treatments,
effectiveness, prices, costs and long-term
consequences. This data can contribute value,
and companies are investing hundreds of millions
of pounds to develop, share and access it.
However, the proportion of these investments being
made in the UK could be increased, attracting more
global funding to help improve NHS data, develop
the latest innovative therapies in the UK and
demonstrate their value to UK patients.
This will require better public understanding of what
health data is used for by companies, confidence
in the strength of privacy protection laws and
enforcement, and clarity on how the value from
health data research is shared.

We gratefully acknowledge the contributions
of our member companies in the process of
compiling this report.
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The recently developed ‘Guiding principles on the
NHS’s use of health data’ are welcome, but they
are understandably high-level principles. Further
fragmentation of health data must be avoided,
approaches to sharing value must be worked out,
and central guidance on practical implementation
is needed. All stakeholders must support the
highest standards of governance to ensure that
trust amongst patients and the public is generated
and maintained.

The UK’s theoretical potential for nationwide
longitudinal health data is well known. The UK has
many excellent datasets and globally leading data
scientists. We share Health Data Research UK
(HDR UK)’s aims to increase the diversity, breadth
and length of health datasets.
However, fragmentation of data sources, unclear
and inconsistent access processes, incomplete
digitisation, opacity of quality and accessibility,
and regulatory acceptability of both novel outcome
measures and real-world data all hold back
practical data use.
The most significant issue faced by pharmaceutical
researchers is the unpredictability and inefficiency
of the data-finding and access process in the UK,
which drives them to work with other countries.
These are challenges that the ABPI wants to work
with the UK Government, its agencies and the
NHS to solve.
We describe a set of specific action areas to
address the major challenges, where the ABPI is
offering to add support and resources to existing
Government and NHS commitments. These action
areas aim to:
	
Reduce fragmentation across the UK.
	
Increase efficiency of data access processes.
	
Enable clinical trials.
	
Enhance transparency.
	
Harness data to demonstrate value.
Industry supports initiatives aimed at improving the
interoperability and accessibility of health data in
the UK and is committed to identifying opportunities
for collaborative projects, particularly with HDR UK
and NHS services across England, Northern Ireland,
Scotland and Wales.i

We believe that when these organisations achieve
their aims for data management, we will be well
on the way to unlocking the promise of UK health
data. We call on the Government and its agencies
to consider these action areas and actively support
collaborations, perhaps in further ‘Industrial
Strategy’ sector deals, that can accelerate the
desired improvements.
This will enable UK health data to be used more
widely to improve patient outcomes, enhance the
efficiency of the NHS, and attract commercial data
science and investment in clinical trials for the
development of novel treatments in the UK.

ii This report is intended to help position the UK health data offer in an international context; the intent is to embrace all UK-wide NHS
services and patients. Hence, although some of the organisations and initiatives cited may not be UK-wide, references in this report
to ‘NHS’ typically refer to all the UK health services in England, Northern Ireland, Scotland and Wales.
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Introduction

Over the last thirty years or so,
advances in digital technology have
enabled exponential growth in the
amount of data we can collect, store,
manage, analyse and share.
At every contact between a patient and the NHS,
wherever it happens, information is generated. If this
data could be systematically collected, stored and
linked for each patient across the NHS in a way that
supports straightforward access and analysis, the
UK would have a unique opportunity to interrogate
large-scale, detailed, longitudinal datasets.
The potential of research based upon health data
at this scale (see Box 1) to help advance our
understanding of disease, improve the way we
manage patients and save lives is well recognised.

UK health data supports
three goals:
	
Improved patient outcomes
	
Increased efficiency within

the NHS

	
The development of

effective new treatments
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Box 1: Our definition
of health data
‘Health data’ as used here includes all information that
could or should be included in every patient’s health
record (ideally held electronically) – for example,
clinical examinations, signs, symptoms and diagnostic
tests including scans and laboratory tests, treatments
prescribed, records of vaccination, procedures
undertaken and outcome measures, as well as similar
information generated during the conduct of a clinical
trial. Different subsets of this data across a group of
patients will be relevant to different research projects.

The biopharmaceutical industry recognises
the potential of harnessing UK health data
combined with advanced analytics to achieve
three main goals:
	To improve patient outcomes.
	To increase the efficiency of the NHS.
	To support the development of effective
new treatments.
While the third is of particular interest to industry, all
three goals are interlinked. Analysis of data linking
patient outcomes to new approaches to treatment
provides evidence to help refine optimal disease
management guidelines and to support better
clinical decision-making within the health service.
Understanding and implementing the optimal
patient pathways for each disease, and at each
stage of disease, can help health service leaders
transform the quality of health and care services
and reduce their cost, unlocking productivity
benefits estimated to be worth up to £10 billion
a year across the NHS in England.1
Analysis of data on patient responses provides
improved understanding of how diseases begin
and progress, and together with the stratification of
patients through genomic analysis and biomarkers,
supports the development of new interventions
to prevent, treat and perhaps cure disease.

The UK should be well placed to deliver on the
promise of health data, given the perception of
the NHS as a single organisation. While recent
initiatives funded through the Industrial Strategy
Challenge Fund via HDR UK, as well as NHS
England’s plans to capture health data digitally at
a population-wide level (see box 2) are designed
to improve the utility of health data, management of
healthcare (and hence collection of health data) is
devolved across the UK and the theoretical benefits
of the NHS for health data research are not yet
reflected in the practical realities.
During 2019, the Medicines Discovery Catapult
undertook three studies to understand the health
data needs of the life sciences sector, supported
by the ABPI, HDR UK and the industry’s Pistoia
Alliance.
These studies (structured workshops, in-depth
interviews and an online survey) enabled the
identification of six themes around the potential
use of health data:2
	Breadth, depth and scale of health data.
	The need for a single, easy-to-use route
for access.
	The need for high-quality data.
	The need for expertise in areas such as
artificial intelligence (AI) and analytics.
	Public trust and the need to return benefit
from analyses and use of data to the NHS
and the public.
	Cost-effectiveness of data access for all
sizes of organisation.
The biopharmaceutical industry has been a pioneer
in health data science, through the evolution of the
design and conduct of clinical trials, and remains in
the vanguard today.
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Improved understanding of disease, and innovation
in approaches to both diagnosis and treatment,
inevitably lead to the development of new tests
and outcome measures initially used in clinical
trials that gradually become accepted as part of
routine data collection in the NHS.
In addition, the industry has always been committed
to the highest standards of governance of patient
data collected in clinical trials, with decades of
experience in ethical approval, patient consent and
anonymisation of results reporting.
To make the most of UK health data, researchers,
data custodians and others will need to be able to
not only store, access and analyse data, but to do
so under consistently high standards of governance
in order to generate and maintain the trust of
patients, the public and other stakeholders.
Looking to the future, the life sciences sector
will need an increasingly large workforce trained
in the ability to manage data within the
governance requirements.
Recognising and welcoming that the UK
Government as well as the leaders of the health
services in England, Northern Ireland, Scotland and
Wales increasingly understand and are seeking to
unlock the potential of the UK’s health data
(see box 3), the ABPI has developed this report
with our members, building on the themes identified

in the Medicines Discovery Catapult studies,2
to update the industry’s perspectives on where
improvements can be made – and to describe
what support we and our members can offer to
help make them happen.
The report sets out:
1	A summary of the ways in which the
biopharmaceutical industry uses health data
to research and develop new medicines.
2	Our members’ perspectives on the prerequisites
for building trust amongst patients on the
appropriate use of health data, informed by
our experience of working with health data.
3	The opportunities that the UK’s health data
landscape offers to biopharmaceutical industry
researchers, and the challenges that the industry
currently faces in accessing and using health
data for research in the UK.
4	The ways in which we and our members
propose to work in partnership with the UK
Government and NHS leadership to address
these challenges, recognising that better data
offers shared benefits and that improving health
data should therefore be a shared endeavour.
We gratefully acknowledge the contributions of
our member companies in the process of
compiling this report.

Each year in England there are

400 million
GP appointments and

1.5 billion
diagnostic tests
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Box 2: NHS England’s ambitions
on technology and digitallyenabled care are set out in its
Long Term Plan4
“[The Long Term Plan] will result in an NHS where digital
access to services is widespread. Where patients and
their carers can better manage their health and condition.
“Where clinicians can access and interact with patient
records and care plans wherever they are, with ready
access to decision support and AI, and without the
administrative hassle of today.
“Where predictive techniques support Local Integrated
Care Systems to plan and optimise care for their
populations. And where secure linked clinical, genomic
and other data support new medical breakthroughs and
consistent quality of care.”

Box 3: the scale of NHS
data generation
During every contact between a patient and the NHS
(with general practitioners, nurses, emergency services,
hospital specialists etc) information – health data – is
generated. At the scale the NHS operates, the volume
of data routinely generated and collected is enormous.
For example, the NHS:
	Sees one million patients every 36 hours.3
	Provides 400 million GP and outpatient face-to-face
appointments each year.4
	Undertakes 1.5 billion diagnostic tests each year.4
In addition, new technologies are being adopted which
facilitate the collection of a wider variety of data through
genetics and advanced imaging, and by patients
themselves through wearable devices.
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Health data and the development
of new medicines
Figure 1a. The linear stepwise process of developing a new medicine

Identify target;
design intervention

Preclinical &
formulation

The discovery and development of
new medicines has been a great
triumph of science, helping people
extend and improve their daily lives,
with about 40 new medicines approved
for use each year.5
However, it is a long and expensive global
undertaking, with more than $1.5 trillion invested
by the biopharmaceutical industry in R&D across
the world over the last decade – an annual spend
of $179 billion in 2018.6
Health data is used by the biopharmaceutical
industry at all stages of the discovery and
development process, as set out in the following
chart and described in more detail (see Figure 1).

Clinical
development

Manufacturing
scale-up

The routine collection of health data about
patients helps doctors, the NHS and the
biopharmaceutical industry understand the
effectiveness of current treatments in routine use
and the progression of disease under current
treatment pathways, as well as supporting
pharmacovigilance – the monitoring of the safety
of new medicines after their initial introduction.
It helps us learn more about the underlying cause
of diseases, how to detect them earlier and how
they progress – and the impact this has on patients,
and the costs for healthcare systems.
Health data can help patient stratification
into more meaningful groups, leading to better
understanding of why some patients respond
better than others, and to the refinement of disease
management guidelines, treatment algorithms and
patient pathways.
This patient stratification, together with historic
outcomes data, can help the biopharmaceutical
industry identify and define the areas of highest
unmet need. This shows the industry where it
should focus its research investments, and how to
define and measure the success of new medicines.

The global biopharmaceutical
industry spends

$179billion

a year on researching and developing
new medicines.
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Figure 1b. The cycle of research and development of new medicines;
high quality health data can support each stage
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Data from laboratory tests and from genomic and
proteomic analysis combined with clinical data, can
lead to greater understanding of disease processes.
It can also help researchers to discover new targets
and design new interventions to affect these
targets and interfere with the disease processes.
Understanding the biochemistry of disease helps
researchers to find biomarkers to indicate those
patients most likely to benefit from treatments.
Pre-clinical investigation will indicate whether a new
treatment can be reliably administered to patients,
and whether it will likely be tolerated and effective.
Once new experimental treatments have
shown pre-clinical promise to enable the
treatment of symptoms, the inhibition of the
disease process or to offer the possibility of
cure, health data can support the process of
further clinical development.
Well-curated data can speed up the process of
identifying and recruiting patients into clinical trials
and can also help define new measures of success
and trial endpoints.
For very rare patient groups or areas where it is
unethical not to offer patients a new treatment,
historic health data can allow researchers to find
information on outcomes for untreated patients
for comparison.
Data from these trials – increasingly a combination
of routinely collected data and specific clinical and
laboratory measures defined in the trial protocol
– contributes to the regulatory submission that
demonstrates that the balance between efficacy
and safety warrants a marketing authorisation,
allowing the medicine to be sold for use.

ii The Office of Health Economics reports that the probability of a drug’s success at
Phase I, Phase II and PhaseIII to be between 49% and 75%, 30% and 48%, and 50%
and 71% respectively7
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Further, more specific data on outcomes, costs
and savings can then be used to support health
technology assessments to demonstrate that a
treatment represents value for money.
Health data is then used to monitor uptake of a
new treatment and thus support its adoption in the
health service and eventually (completing the cycle)
its routine use – when the health data collected will
help monitor ongoing safety, as well as evaluations
of efficacy in further different patient groups.
Health data is therefore important at all points in
the cycle of drug development, and the move to
health data digitisation and sharing has created
the potential for analysis of larger health datasets
that will allow us to identify safe and effective drugs
earlier in the development process, and therefore
reduce the waste associated with work on drugs
that subsequently are not approved.ii 7
Furthermore, recent developments in routine
genomic profiling have attracted significant industry
investment,8 with the hope that the resulting data will
support the identification of new drug targets and
the efficient delivery of stratified and personalised
medicines (see Box 4).

Box 4: Investments by the global
biopharmaceutical industry in
health data resources
	In 2018, GSK invested in US company 23andMe
and its database of genetic and phenotypic data.9
	In 2015, Roche acquired a majority stake in
molecular and genomic analysis business Foundation
Medicine,10 and took full ownership in June 2018.11
	In 2012, Amgen acquired DeCODE Genetics
which held genetic and clinical data on the
Icelandic population. In June 2019, DeCODE
announced a major collaboration with US-based
healthcare delivery network Intermountain Healthcare,
which aims to analyse the genomes of 500,000
people from Intermountain’s patient population in
Utah and Idaho.12

	The National Institute for Health Research
(NIHR) has warned that as expertise and
capabilities emerge around the world
– and in particular, in China and Brazil –
biopharmaceutical companies are increasingly
looking beyond traditional markets when making
R&D investment decisions.14
	In each of the last three years the UK’s share of
patients recruited to global clinical studies has
fallen year-on-year and is now just 3%15 – and
just 2% in the early-stage Phase II trials, in which
the UK should excel.16
The NIHR has noted that the UK’s declining share
is due to a number of factors, including the size of
the potential patient pool and the burden of setting
up research studies14 – which are both factors that
can be addressed by unlocking the promise of UK
health data.

Given that well curated health data can support
each step in the process of developing new
medicines, and given the scale of health data
generation and collection in the NHS, the UK
should be well placed to attract a larger share of
the annual $179 billion6 global industry investment
in clinical development and early research –
contributing to the Government’s overall ambition
for R&D spending to reach 2.4% of GDP by 2028.13

Improving the UK’s health data environment has
therefore been a priority of the UK Government
and the industry for many years. In 2013, for
example, the ABPI developed its Big data road
map,17 and in 2017 our members helped support
the Life Sciences Industrial Strategy, which
pressed for the development of platforms to enable
health data to be appropriately shared for the
research and development of new technologies.18

However, despite the UK’s promise, evidence
suggests an increasing proportion of global R&D
investment is being placed elsewhere. Although
the UK retains a long-standing global reputation for
high-quality research in both academic institutions
and biopharmaceutical companies,14

The following chapters explore our perspectives
on this process, and what more needs to be done.

13

Industry perspectives on building trust
and confidence in the use of health data

Health data is collected from patients and
members of the public, and – in order for it
to be used to support the development of
new treatments – patients and members of
the public must have trust and confidence
that their personal information will be
used only in the way that they choose, it
is securely protected when it is used, and
that its use will be carefully governed.
This trust and confidence is already high in the
UK: members of the public report much greater
confidence about their data being held by
healthcare providers than in other countries,19
perhaps on account of the high level of trust in
the publicly-funded NHS.20
The biopharmaceutical industry has decades
of experience in handling health data, collecting,
managing, analysing and reporting on specified
clinical data patient-by-patient, in the process of
carrying out clinical trials.
The industry routinely provides this data to
regulatory authorities as well as publishing
it in aggregated, anonymised form. The
biopharmaceutical industry is also
increasingly making health data from
trials available for others’ research efforts.
For example, the open source platform,
tranSMART21 originally developed in 2009 by
scientists working in Johnson and Johnson’s R&D
division and Recombinant Data Corporation, is a
repository for data that supports feasibility queries,
exploration and analysis of clinical, translational
and genomics data.
Since then, more than 100 other corporate, nonprofit, academic, patient advocacy and government
organisations have joined tranSMART, which is
now overseen by a public-private partnership, the
tranSMART Foundation.
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More recently, in 2013 representatives of the global
industry agreed and published Principles
for Responsible Clinical Trials Data Sharing to
support enhanced data-sharing with researchers
whilst safeguarding the privacy of patients.22
By virtue of this expertise and experience, the
biopharmaceutical industry sees three prerequisites
for generating and maintaining trust in a vibrant,
well-supported health data research environment
here in the UK.

In England, the national
data opt-out rate is
stable at less than

3%

1. Greater public understanding
in how health data is used by
biopharmaceutical companies

2. Robust protections for
people’s private information
and how it is shared

When people participate in clinical trials, they
are aware that information on their experiences
and outcomes is being used for the development
of new medicines.

The public is acutely aware of the risks associated
with the electronic storage of personal data: the
18 largest data breaches since 2000 have included
governments, healthcare providers, banks and
tech companies.28

However, when information is collected routinely
by the NHS in the course of patient care, there is
a low level of awareness amongst the public about
how this data could be used to help others.
Given that three-quarters of the public support
the sharing of health data when it is used for
medical research,23 building greater public
understanding will help build a more supportive
UK health data environment.
The biopharmaceutical industry has taken a
number of steps to help build public understanding,
including through the ABPI’s continuing commitment
to the annual Pioneering Partnerships conference
in collaboration with the Academy of Medical
Research Charities and the NIHR,24 and through
the industry’s membership of the European
Commission’s PARADIGM project – which is
identifying the tools needed by both industry and
patient and medical research charities to improve
public and patient involvement in R&D.25
Important steps have also been taken by others:
the Wellcome Trust has established an independent
patient data taskforce – ‘Understanding Patient
Data’ – to provide evidence on the use of data for
research, to help people understand data choices,
and to champion the responsible use of data.
In addition, organisations like UseMyData work with
patients’ representatives to help build confidence
and understanding amongst patients in how health
data is used,26 and their views are complemented
by other organisations such as National Voices.27

Nevertheless, patients participating in
biopharmaceutical companies’ clinical trials
can have confidence that their information will
be protected, and this leads to high levels of
explicit consent to the use of their data for the
purposes of research.
Obtaining consent from people to use their
routinely collected health data for research can be
more challenging. Examples such as ‘care.data’
(a program to extract data from general practice
to a central database) show what can happen when
mechanisms to obtain consent for data-sharing are
poorly designed and communicated.29
A number of initiatives have been put in place to
address these challenges. For example, the creation
of the National Data Opt-Out has established a
robust, legally-valid model of consent for the NHS
to share patients’ data for research purposes, and
the opt-out rate has been stable at 2.7% for the last
10 months.30
In addition, a new statutory ‘National Data Guardian’
has been appointed with a remit to help ensure that
the public can trust that health and care information
is securely safeguarded and used appropriately.31
New technologies are allowing these initiatives to
be built on: for example, NHS Digital in England is
using a de-identification product – Privitar Publisher
– to enable the safer sharing and linkage of data
between authorised parties.32
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3. Clear processes to share the
benefits of research using health data
The benefits of access to and analyses of
high-quality health data can support:
	
Direct improvement in clinical decision-making,
leading to better outcomes for patients.
	
Refinements in patient pathways, resulting
in efficiencies in NHS services; and
	
Innovation at various stages in the process of
discovering and developing new interventions.
The biopharmaceutical industry recognises
that the consistent collection, storage, curation
and management of routine health data require
resources and incur a cost. Therefore, it is expected
that contracts with custodians to enable access and
analysis will reflect this.
Efficient access to the right data requires both
a straightforward technical solution and, ideally,
a simple standardised contracting process.
There needs to be clarity around the purpose for
which users are requesting access to the data, the
fees paid for access should contribute directly to
the costs of collecting and managing the data, and
there should also be recognition that the potential
benefits of the results of the data analysis should
be made available throughout the NHS – to improve
patient outcomes, enable efficiencies and deliver
innovative new interventions.
While data is being collected in increasingly large
quantities, and there are already many different
types of commercial access, there are public
concerns over the sharing and use of data.33
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Nevertheless a study by IpsosMORI commissioned
by the Wellcome Trust suggests that a majority
of the public (61%) would support data-sharing
to support research, rather than lose out on the
benefits that research involving commercial
organisations can bring.32
There are examples of international best practice
frameworks to guide how data is shared and used,
such as the Global Alliance for Genomics and
Health’s Framework for Responsible Sharing of
Genomic and Health-Related Data.34
We and our members support – and have actively
engaged in – work led by the Office for Life
Sciences (OLS) to establish guiding principles
to help ensure the NHS delivers benefits for
patients and the public when health data is
shared with researchers.
The latest iteration of these principles is set out
in box 5, alongside our perspectives on how
they might be further developed. Although these
principles have been developed by institutions with
jurisdiction over England, it is important that there
is consistency in the application of these principles
across the UK.
In summary, when arranging access to health
data, it is important that the purpose is clear, that
contracting arrangements are straightforward and
standard, that technical access is simple and
functional and that when benefits arise, they are
made available across the health service.

Box 5: Guiding principles on the NHS’s uses
of health data – our perspectives
Principle (July 2019 iteration)35
Any use of NHS data, including operational data, not available
in the public domain must have an explicit aim to improve
the health, welfare and/or care of patients in the NHS, or the
operation of the NHS. This may include the discovery of new
treatments, diagnostics, and other scientific breakthroughs,
as well as additional wider benefits.

Our perspectives
We strongly support this principle – given the
biopharmaceutical industry exists to improve the health,
welfare and/or care of patients – and aim to work with the
NHS to design ways of quantifying the benefits for patients
that the analysis and use of health data can deliver through
the development of new medicines.

Where possible, the terms of any arrangements should include
quantifiable and explicit benefits for patients which will be
realised as part of the arrangement.
NHS data is an important resource and NHS organisations
entering into arrangements involving their data, individually
or as a consortium, should ensure they agree fair terms for
their organisation and for the NHS as a whole. In particular,
the boards of NHS organisations should consider themselves
ultimately responsible for ensuring that any arrangements
entered into by their organisation are fair, including recognising
and safeguarding the value of the data that is shared and the
resources which are generated as a result of the arrangement.

We recognise the good intent of this principle and support
the concept of fair terms. However, there is no definition
of ‘fair’, and there is a risk that this principle could be
interpreted to mean that every NHS organisation will need
to set up data commercialisation resources with specialist
experience and expertise, and therefore that the UK data
landscape could become more fragmented.

Any arrangements agreed by NHS organisations should
not undermine, inhibit or impact the ability of the NHS, at
national level, to maximise the value or use of NHS data.
NHS organisations should not enter into exclusive
arrangements for raw data held by the NHS, nor include
conditions limiting any benefits from being applied at a
national level, nor undermine the wider NHS digital
architecture, including the free flow of data within health
and care, open standards and interoperability.

We support this principle and would like to see it more
patient-centred. Through further discussion with patient
groups, we hope the principle can be further refined to
reflect the fact that the sources of data are patients
themselves, and therefore to reflect the importance to
many patients that no party should lay claim to the
exclusive use of data for research.

Any arrangements agreed by NHS organisations should be
transparent and clearly communicated in order to support
public trust and confidence in the NHS and wider government
data policies.

We support this principle but note practical experience that
the transparency of agreements reached to date has varied
across NHS organisations. Central guidance informed by
patients on what ‘transparency’ means in practice is needed.

Any arrangements agreed by NHS organisations should
fully adhere to all applicable national level legal, regulatory,
privacy and security obligations, including in respect of the
National Data Guardian’s Data Security Standards, the
General Data Protection Regulation (GDPR) and the
Common Law Duty of Confidentiality.

We support this principle, and – given our members’
experience of both national and international obligations
and data platforms and systems – commit to observe it
and to support other stakeholders in the UK health data
landscape in doing so.
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Harnessing the opportunities
of UK health data
The biopharmaceutical industry engages
in a variety of ways with UK health data,
some examples of which are set out in
box 6, and works with a number of
different datasets, of which some of the
larger ones are set out in box 7.
In building opportunities to support more health
research, HDR UK has identified three dimensions
in which health datasets can be strengthened:36
	
Breadth/scale: the populations that health
data cover must be sufficiently wide to
enable and support clinical research.
	
Depth: within each health dataset, the
type and volume of information consistently
captured about patients must become
more diverse and varied.
	
Follow-up duration: the datasets must
routinely collect follow-up data wherever
possible, so that changes in patient
outcomes over time – and what might
have led to them – can be investigated.
The UK’s data landscape is illustrated in the
diagram (Figure 2). It is worth noting that different
research projects at different stages of the new
medicine development process require different
mixes of the parameters of breadth,
depth and follow-up duration.
We welcome the initiatives that are under way
to make progress towards HDR UK’s ambitions.
For example, the UK Government is building on
its world-leading 100,000 Genomes Project with
ambitions to sequence five million genomes within
five years37 – supported by the multi-million-pound
contribution that industry is making to UK Biobank.
Northern Ireland, Scotland and Wales have all
contributed to the 100,000 Genomes Project38
and the devolved nations maintain their role in
the UK-wide ambitions.
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In addition to improving the quantity and quality
of UK health data in these ways, however, steps
must also be taken to improve its accessibility.
As the Life Sciences Industrial Strategy noted,
and formal feedback from the biopharmaceutical
industry has made clear (see figure 3 and box
8), although the UK possesses a number of
data sources which offer significant potential to
researchers, the UK does not offer the deep,
near-real-time access to data across multiple
care settings which would allow the UK to offer
health data resources comparable to the best in
the world, such as Flatiron (see box 9).13
Furthermore, steps need to be taken to facilitate
the use of health data captured during routine
clinical care by bodies such as NICE, to enable
better information on the potential value of a new
medicine in the NHS.
We see five characteristics of the health data
landscape that need to be addressed to unlock
the opportunity that exists, set out below –
alongside corresponding priority action areas,
where industry can work with Government to
deliver the required improvements.

11million
patients are registered
on the Clinical Practice
Research Datalink

Box 6: Examples of the ways
in which biopharmaceutical
companies use health data
for research
	The Salford Lung Study was a community-based,
real-world Phase III randomised controlled trial (RCT)
for a new treatment for COPD and asthma, sponsored
by GSK. The RCT made use of electronic patient
records, which allowed patients to be monitored
during ‘normal’ clinical practice in near-real-time but
with much less intrusion into their lives than typical
RCTs.13 The Salford Lung Study shows the potential
of establishing virtual clinical trials using the UK’s
health data resources.
	Research undertaken by biopharmaceutical
companies BioMarin and Alexion using health data
gathered through the 100,000 Genomes Project has
helped researchers better understand the clinical
spectrum of symptoms that people living with rare
genetic diseases show – and has also helped
diagnose patients unknowingly living with rare
genetic disorders.39
	The BSRBR-RA study is a unique collaboration
between the University of Manchester, the British
Society for Rheumatology and the biopharmaceutical
industry. It tracks the progress of over 20,000
people with rheumatoid arthritis (RA) who have been
prescribed biologic medicines (including biosimilars)
and other targeted therapies.40
	AstraZeneca is working with NHS Scotland as part of
its Global Genomics Initiative to make use of patients’
genetic information to develop new treatments.41

Box 7: Examples of the UK’s
larger health datasets
	The Clinical Practice Research Datalink (CPRD)
collects data on patients from a network of GP
practices across the UK (including 11 million
currently registered patients42).
	Wales’s Secure Anonymised Data Linkage (SAIL)
Databank holds a wide range of de-identified health
and care datasets, from primary care to outpatient
data, which can be linked and accessed via a remote
gateway for approved research projects.13
	The 100,000 Genomes Project combines whole
genome sequencing data with medical records from
around 85,000 people.43
	England’s Hospital Episode Statistics (HES) capture a
wide range of clinical information on around 20 million
patients admitted to hospital a year.44
	The UK Biobank has been collecting increasingly
detailed data on 500,000 people since 2006.45
	England’s National Cancer Registration and Analytics
Service (NCRAS) collects data on all cases of cancer
that occur in people living in England.46
	The Scottish Cancer Registry has been collecting
population-based information on cancer since 1958
and now holds over 1.8 million records.47
	The National Institute for Cardiovascular Outcomes
Research (NICOR) collects clinical data on
cardiovascular patients across the UK. It oversees
the National Cardiac Audit Programme, which had
over 380,000 patient records entered in 2016-17.48
	The Systemic Anti-Cancer Therapy (SACT) dataset
has been collecting data on the use of systemic
anti-cancer therapies across all NHS trusts in
England since 2012.49
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Figure 2. Examples of the three key parameters of UK health
datasets – breadth/scale, depth and duration of follow-up
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Figure 3. The views of small and medium-sized companies on the NHS data landscape50
Respondents were asked: Please could you indicate how much you agree/disagree with these statements
about the NHS (net agreement percentages).
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Access to the right
health data such
as registries and
activity is hugely
important for
innovative companies

It is easy to
access the right
health data such
as registries and
activity

The NHS is easy
to navigate and
work with for
industry

The UK has a clear
framework and
process for the
commercialisation
of NHS health data

Box 8: Feedback collected from
the biopharmaceutical industry
by Health Data Research UK 51
An engagement process with biopharmaceutical industry
representatives led by HDR UK in 2019, in order to inform
the specification of the Digital Innovation Hubs (DIHs)
programme, collected the following feedback on the UK
health data landscape:
	Time delays and unpredictability prevent UK data
access for many companies: their priorities are to
see transparent, predictable, quick access to data.
	Companies most frequently request health data that
can support trial recruitment, help demonstrate value,
and understand and stratify disease.

Box 9: Flatiron 52
	For maximum utility, cancer datasets need to capture
each patient’s stage at diagnosis, every treatment
cycle (including the specific treatments delivered)
and each patient’s responses and outcomes. Few
health datasets anywhere in the world capture this
kind of detail.
	US company Flatiron created a unique dataset of
around two million patients with cancer, which was
bought by biopharmaceutical company Roche in 2018.
	Flatiron’s value was generated not by the sheer volume
of information in its database, but instead by the way
in which each entry in its database was meticulously
curated to develop a clinical research-grade dataset,
in an enormously labour-intensive process.52

	Companies value health data services that assist with
health data discovery, offer quick and predictable
access to health data once discovered, provide data
curation, and are underpinned by pre-approved
contracts and models.
	Gaps in the UK’s health data that companies want to
see addressed are: direct linkage to secondary care
data to understand treatment effectiveness in detail;
quick assessments of patients presenting in each site
for trial feasibility; and the ability to recruit patients in
real time based on automated eligibility checks.
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1. The data landscape is fragmented
The NHS is seen by many as a single,
national organisation – but in practice
this is not the case for health data.
Health data is collected by a large number of
different organisations, including over 200 legally
separate NHS trusts across England, autonomous
research organisations (including UK Biobank),
government-owned companies (such as Genomics
England), disease registries (collecting information
on, for example, patients with cancer, heart disease
and diabetes) and national-level bodies (such as,
in England, NHS Digital).
The devolved nature of the UK health system
complicates this picture further, with each
devolved nation maintaining separate legal
and data governance structures for their health
systems.They can decide their own approaches
to promoting their data and responding to requests
from researchers, and the risk is that – as stated
above – implementation of the OLS’s second guiding
principle on health data exacerbates rather than
alleviates this situation.

There are
more than

200

legally separate
data custodians
across England
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The following anecdotal examples illustrate this
fragmentation:53
	
The UK might have been able to take part in a
real-world study in type 2 diabetes (sponsored
by a global company), but the available datasets
were much smaller than those accessible through
US administrative claims databases, which were
able to provide data on around 700,000 patients.
	
The UK had the opportunity to take part in a
multi-country real-world study in inflammatory
bowel disease (also sponsored by a global
company). However, lack of central data
access across the NHS in England meant
there was information on too few patients
per centre for the UK to be readily included.
We recognise that important steps are being taken
to address this fragmentation: for example, the
UK Health Data Research Alliance was launched
in February 2019 to bring together the many
organisations in the UK which hold health data
– including academic institutions, NHS England,
NHS Scotland, NHS Wales, NHS Digital, Genomics
England, Public Health England, CPRD and others54
– and to bring about a consistent approach to data
access for research.
However, membership of the Alliance does not
require specific organisational commitments to
data access, and it is not comprehensive: with 18
members as of December 2019, its membership
does not include many relevant UK data
custodians, including many disease registries
and the majority of NHS organisations.54
The first priority action area is to address
fragmentation.

Shared aim 1: Address the fragmentation in the UK health data landscape;
create linkages to enhance scale and depth
Proposed government action

Industry action

Establish (or nominate) a single NHS data access organisation
(DAO) which can act on behalf of the whole NHS as a single
counterparty to data access agreements. For example, the
Health Data Research Innovation Gateway could act as the
single NHS DAO.

Pay reasonable costs towards the running of the DAO
as part of the data access fee.

Encourage membership of the UK Health Data Research
Alliance, and work with HDR UK to standardise access and
curation processes within the Alliance.

Provide resources for the co-production of standard
commercial models which can be used by NHS organisations.
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2. Processes to access data
are inefficient
As boxes 10 and 11 make clear, the
biopharmaceutical industry encounters
processes to access data in the UK
which can be slow, bureaucratic and
unpredictable, which require multiple
applications and agreements, and which
are guided by data controllers who are
under pressure to be risk averse.
These processes can take months and sometimes
years to respond to requests from researchers
for health data (see box 10), frustrating the
development both of new treatments and new
technologies (see box 11). Slow and inefficient
processes also impede steps to improve the quality
of the UK’s health data, since the longer the time
between generating and accessing data (known as
‘latency’), the more difficult it is to make corrections
while the clinical team is able to recall the case.

Where processes are more efficient elsewhere in
the world, some elements of global new medicine
development will be done there rather than in the
UK. However, significant improvement could ensure
that the UK can attract more R&D investment.
We hope that the Government’s plans to create
a new ‘National Centre of Expertise’ in NHSX, to
provide commercial and legal expertise to NHS
organisations, and tools such as standard contracts
and guidance, will help the NHS respond more
efficiently to requests for data from researchers.35
In addition, we will continue to support efforts to
improve digital and data-handling skills in the NHS
as recommended in Dr Eric Topol’s 2019 review for
Health Education England.55
Thus, the second priority action area is:

Shared aim 2: Increase the efficiency of the UK’s health data access processes
Proposed government action

Industry action

Task the DAO with administering quick and predictable
access processes.

Provide resources for the co-production of standard legal
agreements to help facilitate commercial access to NHS
data on fair terms, following the model of HIPAA BAAs.iii

Establish NHS’s Centre of Expertise in NHSX as rapidly as
possible, and make standard contracting for data access
simple and quick.

Jointly fund training for relevant industry and NHS
colleagues on data governance.

HIPAA is the Health Insurance Portability and Accountability Act in the USA. It governs healthcare data privacy. The HIPAA defines a business
associate as any organisation working with or providing services to health insurers who process personal data. Under Business Associate
Agreements (BAAs), certain requirements need to be met concerning the use of the health data and the safeguards which need to be put in place.

iii
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Box 10: Examples of inefficient
data access processes 56
	Delays in HES linkage to clinical data for a
rare disease specialist centre, requiring further
amendments to Confidentiality Advisory Group (CAG)
and Health Research Authority approvals, led to an
18-month delay in a project for direct care supporting
better disease detection and referrals.57
	A global contract research organisation (CRO)
reported that it had agreed and executed a data
access arrangement in one EU country in eight
months, but that the equivalent access arrangement
in the UK was still under discussion in the UK two
years after the CRO had first sought the data.
	In 2018, a UK SME looking for linked genetic
and clinical data to validate a suspected target
association and raise funds to develop a new drug
found a relevant dataset within two weeks but, after
an unexplained delay of three months while the
university concerned started the contracting process,
had to give up working with that dataset.
	A global company wanted to access national data
on outcomes related to current treatment pathways
to support a submission to NICE but found there
was no way to access data across the country. After
discussions with a number of trusts, this eventually
resulted in the company conducting a single-centre
audit which itself took six months to complete.

Box 11: AI and the need for
access to high-quality data
	There is much interest in the promise of AI to improve
healthcare decision-taking and improve efficiency.58
On 8 August 2019, for example, the Prime Minister
announced £250 million of investment to help the
NHS become a world leader in its use.59
	However, AI tools require access to high-quality data
to learn from, and companies investing in AI therefore
invest significantly in accessing and improving data –
for example:
	A joint report by the Medicines Discovery Catapult
and the BioIndustry Association found that 75%
of spending by companies in AI is actually on the
upstream (often unseen) activities of data access,
curation and data labelling, and not algorithm
development and improvement.50
	IBM has also reported around 80 per cent of the
time spent by scientists developing AI technologies
is spent finding, cleansing and organising data
– rather than in developing the algorithms which
actually perform any analysis.60
If the NHS’s £250 million investment in AI is
appropriately allocated, therefore, at least £185
million of the investment may need to be spent on
accessing and improving data.
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3. The NHS is not sufficiently
digitised to allow data to be
linked and accessed readily
A particular issue for clinicians and
researchers seeking to work with UK
health data is that much of the data
is unlinked. For example, one global
biopharmaceutical company seeking
health data to support its cancer research
found that the UK’s SACT and cancer
registry datasets could not help because
it was not possible to follow a patient
between primary and secondary care.61
Although commitments have been made to a
‘paperless NHS’ in England – which would allow
data on an individual patient to be linked seamlessly
across care settings – the timetable for delivery has
repeatedly slipped: the NHS in England was first
challenged to ‘go paperless’ by 2018,62 and then
by 2020;63 and the NHS Long Term Plan’s current
target is 2024.4
We hope that, in time, the NHS’s digital
infrastructure across the UK will be sufficiently
mature to allow the easy use of health data for
the purposes identified in box 11 – for example,
trial recruitment, demonstrating value, and
understanding and stratifying disease. In relation
to the former, this will – for example – create
the conditions to allow further trials of the kind
exemplified by the Salford Lung Study to be
located in the UK. However, in order for the UK to
secure such clinical trials investment, researchers
must have the confidence that the UK’s digital
infrastructure will be able to identify patients who
might benefit from a treatment under development
in near-real time, secure their consent for
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participation, enroll them into a trial, and report
on results to the standards that traditional clinical
trials would offer.
We recognise that the UK is taking important and
positive steps to help digitise and link the UK’s
health datasets, and achieve this goal:
	
NHS England is supporting ‘global digital
exemplars (GDEs)’ in secondary care and ‘local
health and care record exemplars (LHCREs)’ to
join together health and care records to test the
most efficient approaches to achieving its aim
of a ‘paperless’ NHS.4
	
HDR UK’s ‘Sprint Exemplar Projects’ aim to
test technologies and methodologies to
enable the utilisation of linked datasets,64
and include a project led by the University
of Leicester to make patient datasets safely
linkable and discoverable so that a complete
patient profile can be readily located.65
	
Seven ‘Health Data Research Hubs’ were
established in September 2019, and offer the
prospect of creating rich disease-focused
datasets that will enable new clinical trials and
real-world evidence studies to be undertaken
in the UK.66
Whilst we recognise the progress that each of these
initiatives will deliver, it is important that timetables
for delivery do not slip, and that new initiatives are
not created on top of older initiatives, which would
further fragment the health data landscape.
While industry continues to support the digitisation
of the NHS, the issues of linkage and accessibility
are addressed through the first two action areas.
The third priority action area for industry is
specifically to harness health data to support
clinical development of new medicines:

The UK’s data access
processes need to be

more
efficient

Shared aim 3: Harness UK health data specifically to support the efficient
design, feasibility, recruitment and conduct of the full range of clinical trials
(from Phase II through to real-world studies)
Proposed government action

Industry action

Support the development of timely access to health data
which helps the industry rapidly explore the feasibility of
conducting clinical trials in the UK.

Invest in more commercial clinical trials, and a greater share of
patients in multi-centre trials in the UK.

Develop processes to transition rapidly from feasibility to
recruitment of patients.

Work with the NHS, NIHR and Health Data Research Hubs to
enable and co-fund near-real-time recruitment processes in
key therapeutic areas aligned with the NHS Long Term Plan.

Develop processes to encourage patients to be given the
opportunity to participate in clinical trials using their routinely
collected health data.
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4. The quality and accessibility of the
UK’s health data resources is opaque
Researchers engaged in
biopharmaceutical R&D frequently
struggle to understand the quality
and accessibility of the UK’s health
data, encountering particular
challenges in answering the
following common questions:
	
Consent: does the patient consent cover
the intended use of the health data?
	
Permissions: am I legally able to use the
dataset in the way I intend?
	
Cost/terms: what are the costs or terms
of accessing the dataset?
	
Time: how long will it take me to get permission
and then practically access the dataset?

We are nonetheless encouraged by a number
of initiatives:
	
In Scotland, the electronic Data Research and
Innovation Service (eDRIS) offers an effective,
single point of contact to assist researchers with
their data access questions.67
	
The Health Data Research Innovation
Gateway has been established in January
2020, with the aim of allowing data from the
Health Data Research Alliance members to
be discovered quickly.68
	
The new National Centre of Expertise being
established in NHSX is due to set clear
and robust standards on transparency and
reporting.35
Therefore, the fourth priority action area is to make
it easy for researchers to find out what datasets are
available, and what the quality and utility of each
dataset is:

As a result, researchers look elsewhere in the
world for health data to meet their research needs,
rather than work in a UK health data environment
where the discovery of relevant health datasets and
information about their quality is a challenge
(see box 12).

Shared aim 4: Enhance the transparency of the quality and accessibility of
the UK’s health data resources
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Proposed government action

Industry action

Monitor and report on data applications, access and
turnaround times (TATs).

Capture and collate user experience and TAT from
biopharmaceutical companies, through the ABPI.

Ensure the Health Data Research Innovation Gateway’s
metadata provides information on the quality and
accessibility of the data in available datasets
(for example through a directory).

Fund and deliver consent codification for priority datasets.

Box 12: Examples of the
challenges in discovering
UK health data 69
	In 2017, a global biopharmaceutical company
looking for cancer-related health data was incorrectly
informed that comprehensive, national health data
was available. However, after six months it became
clear that the data available was incomplete and lowquality, particularly regarding prescription data. The
delay in accessing the data meant that it was nearly
impossible to have the quality issues addressed.
	In 2019, a global CRO requested data on the number
of specific patients attending UK hospitals so that the
UK could be included as a potential site for a global
clinical trial. However, the data took so long to arrive
that the UK was not included as a possible location.
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5. Regulatory and reimbursement
processes do not recognise the
potential that developments in
health data can offer
Many of the challenges that the
biopharmaceutical industry encounters
in securing approval of new medicines
for use in healthcare systems – including
the NHS – relate to the methods used by
regulatory and reimbursement authorities
to assess them. For example:
	The clinical endpoints required by regulatory
authorities are naturally based upon historical
experience in clinical trials of medicines with
established measures of efficacy.
	As innovation proceeds, new mechanisms with
new measures and endpoints are discovered
and novel designs for clinical trials are developed
to assess these. The adoption of these new
approaches in the regulatory process needs to
be accelerated through early dialogue.
	NICE’s methods of evaluation rely mainly on the
use of research findings in academic journals (or
syntheses of these research findings), despite
the growing possibility of using broader types
of data – including data captured from the
NHS during routine clinical care – to inform its
assessments. This gap is itself recognised by
NICE, which launched a consultation on making
use of broader types of data in June 2019.70
	Current, international approaches to the
regulation of clinical trials are based on
standards agreed by the International Council
for Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human
Use (ICH) in 1995, before health data healthcare
institutions became digitised.13
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These characteristics pose particular challenges for
the new categories of treatments which the industry
is researching and developing. For example:
	The efficacy of a variety of new treatments for
cancer may need to be tested on multiple tumour
sites, leading to a need for novel trial designs
(for example ‘basket’ or ‘umbrella’ trials).
	The need to address smaller patient populations
due to biomarker-led stratification, personalised
treatments or rare diseases also requires novel
designs of clinical trials.
	Clear demonstration of the long-term value of
emerging curative technologies such as cell and
gene therapies is challenging and may require
new approaches including long-term follow-up.
We therefore hope to see that the advances being
made in biopharmaceutical R&D and healthcare
systems’ digital capabilities are accompanied by
advances in the approaches taken by regulators
and reimbursement authorities.
This will enable the use of data captured digitally,
allowing the use of real-world evidence to support
the approval and adoption of new treatments. As
the Life Sciences Industrial Strategy made clear, this
will improve the speed and efficiency of regulatory
studies, increase the cost effectiveness of trials, and
reduce the cost of developing medicines.13
The UK share of global biopharmaceutical R&D
spending is, at 7%, relatively small71 – but the
UK has an excellent reputation for regulation and
health economic assessment. The UK could lead
the way in the development of a regulatory and
reimbursement environment which harnesses the
potential improvements that health data can deliver
– as the MHRA and NICE are already considering.72
The rapid evolution of clinical trial designs and
endpoints, coupled with the potential for health data
to be accessed and analysed in near-real time,
leads to the suggestion that regulatory and health

technology assessment authorities will in future
have a wider variety of data to consider – some of it
eventually enabling more precise estimation of both
the clinical and economic value of an intervention.
At the same time, novel treatments that promise
to provide long-term remission or even cure after
a single (or only a few) administrations will need
specific programmes of long-term data collection,

to demonstrate or confirm their value and perhaps
to underpin new approaches to reimbursement (for
example outcomes-based payments).
Therefore, industry’s fifth priority area is to work
with the authorities to understand new types
of health data, how they can be factored into
evaluations, and how standards can be developed.

Shared aim 5: Broaden the data considered to help demonstrate value
Proposed government action

Industry action

Task the MHRA, NICE and the NHS with developing clear
guidance on the increasing variety of data they use to
support their regulatory, value assessment and
reimbursement processes.

Work with the MHRA, NICE and the NHS to embed
new UK data standards for approval, valuation and
reimbursement processes.

Work towards developing standards for different types
and sizes of patient population, and a wider variety of
outcome measures.

Support the dialogue about new approaches to payment
models and the generation of data that can underpin them.

Lead the dialogue about new approaches to payment
contracts and the data required to support them.

The quality and
accessibility of
UK health data
resources must be

more
transparent.
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Enhancing the UK health
data environment
The UK health data environment offers
much promise to both UK-based and
global researchers. For the reasons set
out above, however, the UK’s promise
does not yet translate into reality, and the
current value of the UK’s health data tends
to be overestimated by policymakers.
Indeed, the difficulties of accessing UK health
data have led to the formation of specialist private
companies – such as Sensyne Health (see box 13).
The Government has recognised the need to
improve the system. The importance of the sector
to the UK was captured in the Life Sciences
Industrial Strategy and subsequent sector
deals,73 and associated funding has enabled the
establishment of HDR UK and the triple structure
of the Health Data Research Alliance, Health Data
Research Hubs and the infrastructure for the Health
Data Research Innovation Gateway (see box 14).
The biopharmaceutical industry leads the global
undertaking of discovering new medicines,
developing them and delivering them to patients.
Through our members in the UK, we support
the ambition of the Government to increase the
proportion of R&D spending towards 2.4% of GDP.
Success in unlocking the promise of UK health data
can help attract more of the global R&D effort to the
UK, particularly in the area of clinical development:
investment in clinical trials is already estimated to
bring £192 million worth of value to patients within
the NHS,74 as well as providing valuable experience
for the healthcare professionals involved.
This will help to ensure that the NHS is ready to
make the most of new medicines as and when
they become available.
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In summary, this report sets out five priority action
areas where shared aims should lead to further
collaboration with government agencies, perhaps
under memoranda of understanding or sector-deal
type projects in order to maintain progress
in improving the management and accessibility of
UK health data:
1	Reduce fragmentation in the UK health
data landscape
2	Increase efficiency of data access processes
3	Enable design, feasibility, recruitment
and conduct of all clinical trials
4	Enhance data transparency
5	Harness health data to demonstrate the
value of interventions
While focusing on these areas, industry is also
committed to work with Government and all
stakeholders to ensure that consistently high
standards of governance are established and
maintained. Looking to the future, it will be also
be important to work to ensure the availability of a
data science equipped workforce, developing and
attracting the right skills into the life sciences sector.
Together, we can unlock the promise of UK health
data to support research that will improve patient
outcomes, enhance the efficiency of the NHS and
support the development of new medicines.

Box 13: Sensyne Health
	Sensyne Health is a unique partnership (initiated in
February 2017) with a small number of NHS trusts
which develops digital health products and enables
companies to analyse anonymised data. The data
remains in NHS ownership.75
	Each analysis of anonymised patient data is preapproved for each programme on a case-by-case
basis by the relevant NHS trusts. This is to ensure that

the purpose of the anonymisation and the proposed
analysis are subject to appropriate ethical oversight and
information governance, including conformance with
NHS principles, UK data protection law and applicable
regulatory guidance.76
	In August 2018 Sensyne Health floated on the London
Stock Exchange.75

Box 14: HDR UK and the components of data access
3	
UK Health Data Research Innovation Gateway

1	
The UK Health Data Research Alliance
	The Alliance was established in December 2018 to bring
together leading healthcare and research organisations
and health leaders to establish best practice for the
ethical use of UK health data at scale.
2	
Seven Health Data Research Hubs

	The purpose of the Innovation Gateway is to provide
services to the Hubs, and others, so that data from the
Alliance can be discovered and accessed safely and
responsibly. The first phase went live in January 2020,
includes a catalogue of metadata to facilitate discovery
of relevant datasets.

	In September 2019, the following Hubs were announced:

Name

Focus

Aim

DATA CAN

Cancer

Enable UK-wide high-quality cancer data
access to improve care, diagnosis and research.

INSIGHT

Eye health

Use data, analytics and AI to develop insights into
eye disease and wider health.

Gut Reaction

Inflammatory
bowel disease

Use data to better stratify Crohn’s Disease and
ulcerative colitis patient responses.

PIONEER

Acute care

Use linked data to enable companies to develop
acute care products and services.

NHS Digitrial

Clinical trials

Increase opportunities for patients to participate in clinical trials.

BREATHE

Respiratory

Improve the lives of people with conditions such as asthma and COPD.

Discover-NOW

Real-world data

Understand, develop treatments and prevent long-term
conditions such as T2 diabetes.
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