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INTRODUCTION
FOREWORD
Dr Des Holden,
Medical Director,
Surrey & Sussex NHS
Healthcare Trust
The NHS continues to change and during 2018, there
has been considerable pressure on the system, and
many changes.
2018 has seen the announcement of new medical
schools, extension of the nursing associate and
apprenticeship schemes within England and the
conclusion of HEE consultation on workforce planning
for the future. It has seen the further roll out of the
Getting it Right First time methodology and the model
hospital initiative. It has seen further clarity in the
leadership and priorities of STPs and the functional
units within many of these, centred on smaller
populations that are called places. These are organising
as accountable-, or integrated care systems, with some
geographies advancing full health and social care
budget devolution.
2018 has also seen England miss its flagship access
target, the 4 hour treat and discharge or admit
standard by a significant margin, with growing waiting

Dr David Parry,
CEO,
SEHTA
The South East Health Technologies Alliance (SEHTA)
was founded in 2005 as a not-for-profit support
network primarily dedicated to help SMEs in health
technology grow their business. Since its founding,
SEHTA has grown into one of the biggest networks of
its kind in Europe with over 1000 members.
SEHTA is passionate about working alongside
innovative entrepreneurs who dedicate their lives
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lists form elective care. It has also seen the 15 academic
health science networks that cover the geography of
England re-licensed for a further 5 years with aims to
support the improvements sought by STPs, to bring
innovation into public facing pathways better and
faster than ever before, and to work as a network of
15 to magnify effectiveness. This is resulting in the
formation of innovation accelerators to sit alongside
the NHS innovation accelerator, the Innovation
technology tariff and other sources of funding
designed to help with new medical technologies.
What does this mean for health and social care
providers? The challenge of recruiting a traditional
workforce to provide traditional pathways of care can
be very difficult to meet, especially with the growth
in need demonstrated by an increasing population
who are living longer and with more long-term health
challenges than previous generations. There is growing
acceptance that meeting this demand will require more
than efficiency, it will require better ways of doing
things. The NHS looks to a range of partners to help
meet the challenges and manage change, especially the
innovative small health technology companies who are
often responsible for radical innovation.
to making a difference to people who need help to
manage their health and care needs. SEHTA is also
passionate about the NHS. We work directly with many
clinicians, NHS trusts, funders and other organisations
dedicated to help get adoption and spread of
innovations into the NHS. We have experienced
the frustration on both sides when seemingly
obvious solutions to challenges cant penetrate the
system. But we have also shared in the pleasure and
satisfaction when things do work and patients’ lives are
transformed. Despite the frustrations, for many SMEs
the challenge of accessing the NHS is worth it and we
hope this Guide, alongside working with SEHTA, will
help those companies with their noble ambitions.

By international standards, the NHS is an
efficient and effective healthcare system: at
present the UK spends around £120 billion
per year on the NHS, which is 9.1% of GDP,
whereas the USA spends 17.1% of its GDP.
However, future funding requirements fall
well short of government provision in times
of austerity and there are real challenges
to meet efficiency targets and cost-savings,
especially when the UK contends with an
ageing population with increasing numbers
of elderly people with long-term conditions.

The overarching ambition of every healthcare
policy introduced in the UK today is therefore
to maintain or improve standards of care in
the face of increasing demand but decreasing
budgets. Technology has the potential to
help with many of these challenges and so it
might be logical to assume that it is relatively
easy for suppliers of innovative healthcare
products and services to sell to the NHS today.
However, resources are so stretched that even
introducing change requiring an easy and
short transition period and with excellent
potential to generate significant service
improvements and/or cost-savings, can be
prohibitively challenging.
The environment for innovators to sell to
the NHS is made all the more difficult by the
fact that the UK’s health and care systems
have never been more complex, having gone
through numerous incremental organisational
changes since the creation of the NHS in
1948 (in order to serve the radically different
demand for these services). Innovators must
respond to this complexity with a value
proposition that aligns the benefits and costs
of their innovations for each stakeholder. This
alignment can be difficult to achieve because,
in reality, health and care providers remain
siloed, with even neighbouring wards in
acute hospitals having separate (and possibly
competing) budgets and responsibilities.
Despite these challenges, it is possible for
technology suppliers to benefit from the
ever-growing opportunities to provide
products and services that can transform
the UK’s healthcare services. The key is to
take advantage of the increasing need to
generate immediate as well as long-term
financial savings, increasing transparency
of provider performance, consumerism of

UK society and media interest to produce
a robust business case that appeals to the
specific pressures facing each decision maker
to whom they wish to sell or need to have
on board. Government policy push towards
integration of health and social care, notably
through the emergence of the 44 regional
Sustainability and Transformation Plans (STPs)
and their Digital Plans, has the potential to be
a significant enabler as well.
The ambition of most health technology
SMEs is to sell to the NHS. There are many
reasons for this but primarily businesses see
the NHS as a sizeable local market and they
also recognise the credibility sales to the NHS
confer when they try and sell overseas. We will
explore these notions and many others in this
document but it is important for any company
to understand some of the fundamental
principles of the NHS and its origins. Essentially
NHS treatments are based on evidence; in
order to sell anything to the NHS there has to
be sufficient clinical evidence that it works and
increasingly in times of austerity, there has to
be evidence that it is more cost-effective than
existing treatments. One of the pioneers of
evidence-based medicine, Dr Archie Cochrane
advocated the idea of the essential need for
randomised control trials (RCTs) as a basis for
evidence and his thinking alongside others can
be summarised simply by three basic questions
which any SME has to answer comprehensively
about their product or service:
� Could it work? - proof of concept

CONTRIBUTORS

Dr David Parry
CEO, SEHTA

Dr Melissa Kapoor
COO, SEHTA

Neil Roberts
Medical Technology
Advisor, SEHTA

Jamie Foster
Partner, Hempsons

� Does it work? - clinical evidence

� What’s it worth? - health economics
This Guide goes into considerable detail
about these three questions and what is
needed to provide answers which will at least
get NHS purchasers interested.
However, there are no guarantees associated
with the Guide- many companies have all the
answers to the questions but still find it difficult
to sell to the NHS. As it will become apparent,
the NHS is not just a complicated organisation,
consisting of many interconnected elements,
but many view it as a complex adaptive system
consisting of a large number of elements which
interact dynamically.
There is no simple easy key to unlock the NHS...

James
Lawford Davies,
Partner, Hempsons

Clare Ansett
Head of Marketing,
SEHTA
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STRUCTURE
OF THE NHS
The National Health Service (NHS)
is the collective name for the public
health services across the United
Kingdom. It comprises the National
Health Service in England, NHS
Scotland, NHS Wales, and Health and
Social Care in Northern Ireland. Each
of these regional systems operates
independently and is politically
accountable to their relevant regional
government. They all, however, share
in offering services free at the point of
delivery for people ordinarily resident

in the UK, ultimately paid through
their general taxation and National
Insurance contributions.
Figure 1 explains how money flows
from central Government via the
Government’s Department of Health
to pay for the services provided by
individual NHS providers (hospitals,
GP surgeries, etc.) in England. An
additional source of income flowing
to NHS providers is £584m of private
service user payments.

Figure 1: Flow of money from central government to NHS providers

LIST OF ACRONYMS
For a full list of acronyms relating to the NHS – please go to www.nhsconfed.org/acronym-buster
ACRONYM

DESCRIPTION

WEBSITE

AHSN

Academic Health Science Network

www.ahsnnetwork.com

BVCA

British Private Equity Venture Capital Association

www.bvca.co.uk

CCGs

Clinical Commissioning Groups

www.nhscc.org/ccgs

CQC

Care Quality Commission

www.cqc.org.uk

CRN

NIHR Clinical Research Network

www.nihr.ac.uk/about-us/how-we-are-managed/managingcentres/crn

i4i

NIHR Invention for Innovation

www.nihr.ac.uk/about-us/how-we-are-managed/boards-andpanels/programme-boards-and-panels/invention-for-innovation

IP

Intellectual Property

NHS

National Health Service

www.nhs.uk

NIHR

National Institute for Health Research

www.nihr.ac.uk

NOCRI

NIHR Office for Clinical Research Infrastructure

www.nihr.ac.uk/about-us/how-we-are-managed/managing-centres/nihr-office-for-clinical-research-infrastructure

SBRI

Small Business Research Initiative

www.sbrihealthcare.co.uk

SME

Small to Medium - sized Enterprise

STP

Sustainability and Transformation Partnerships

www.england.nhs.uk/systemchange

UKBA

UK Business Angels Association

www.ukbaa.org.uk

VC

Venture Capitalist

SEHTA would like to acknowledge our partners Hempsons and all the SEHTA team who have contributed
to this guide.
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The boxes below describe the NHS bodies providing the main types of healthcare and healthcare
commissioning services in England.
Clinical
Commissioning
Groups (CCGs)

There are 208 CCGs currently in England, a slight reduction from the original 212 which were created in April 2013 to
replace Primary Care Trusts. CCG budgets, which constitute about two-thirds of the NHS England budget, are determined by local population demographics. They use these monies to commission (and thus reimburse) the different
healthcare providers under their control for the services that they provide, including NHS trusts and foundation trusts
(acute, mental health, ambulance and community care). They penalise these providers when they miss certain targets
(e.g. patients waiting too long in A&E or for an elective operation).
CCGs are comprised mainly of local GP members working with executive officers. They were originally unable to commission primary care services to avoid conflict of interest, but now some have co-commissioning responsibilities with
NHS England for these services. Many CCGs are merging their decision-making functions with other CCGs in order to
take a more strategic approach to commissioning.
CCGs may commission one of the six commissioning support units (CSUs), strategic clinical networks (SCNs) and/or multi-professional advisory groups (“clinical senates”) to support them with their commissioning responsibilities. They may also
transfer some commissioning responsibilities to providers of services under the policy initiative of “integrated care”.

Sustainability and
Transformation
Partnerships (STPs)

There are currently 44 STPs in England with a remit to improve the sustainability of NHS services by developing proposals aiming to close population health gaps in health and well-being, care and quality, and finance and efficiency. STPs
are not NHS statutory bodies in their own rights, but they comprise a board and an appointed chair recruited from local
CCGs, providers of NHS services and local authorities. They act as unified vehicles driving the collaboration (including
of resources and budgets) of these and other local health and social care organisations spanning public, private and
third-sector.

Secondary care,
community care,
mental health care
and ambulance
services (NHS Trusts)

NHS trusts and foundation trusts provide elective services and, in most cases, non-elective (emergency) services across
some or all of the general and district hospitals, mental health institutions and the community in a geographical area.

Primary Care
(General Practices)

Most of the 7,875 General Practices in England are set up as legal partnerships (which operate as private businesses).
NHS England is responsible for commissioning primary care services but recently CCGs have been given greater powers
to participate in the commissioning of primary care services.

There are 135 acute non-specialist trusts (including 84 foundation trusts), 17 acute specialist trusts (including 16 foundation
trusts), 54 mental health trusts (including 42 foundation trusts), 35 community providers (11 NHS trusts, 6 foundation trusts
and 17 social enterprises) and 10 Ambulance Trusts in England (NHS Confederation statistics). NHS foundation trusts are
semi-autonomous organisational units set up as public benefit corporations. They have a degree of independence from the
Department of Health which NHS trusts do not.

Currently, GP practices are in the process of setting up corporate vehicles (usually called GP federations or provider groups)
and merging to create ‘super-partnerships’ to enable them to deliver primary care services at scale.
Specialised Services

Specialised NHS services support patients with a range of rare and complex conditions. Most of these services are delivered in tertiary care centres by NHS trusts and foundation trusts equipped with cutting-edge technology and capabilities
to perform pioneering clinical practice. Providers of Specialised NHS services are commissioned (and thus reimbursed)
directly by NHS England.
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Procurement
As public bodies, NHS organisations (e.g. NHS
England, Clinical Commissioning Groups,
NHS trusts and NHS foundation trusts) must
adhere to complex EU and national legal
procurement rules for purchases over certain
thresholds to ensure transparency, value for
money, equal treatment and suitability of
provider. Many therefore prefer the simplicity
of purchasing pre-approved products on the
NHS Supply Chain or another pre-approved
framework. In some cases, Trusts choose to
receive support with procurement from one
of the four Collaborative Procurement Hubs.
For more detail on procurement, please read
Chapter 7 of this guide.

Monitoring provider standards
In the UK, regulated activities listed in “Health
and Social Care Act 2008”, such as treatment
of a disease disorder or injury (excluding first
aid, alternative and complementary therapies
and cosmetic procedures), surgical treatment,
diagnostic and screening procedures,
maternity and midwifery services, nursing
services and remote triage and medical
advice services, are governed by legislation,
regulation and professional standards. In
England, the main body of regulations
with which organisations providing these
activities must comply are described in this
Act, including compulsory registration with
the Care Quality Commission (CQC). The CQC
carries out regular inspections of all registered
providers, grading them according to five key
lines of enquiry: Are services Safe? Effective?
Caring? Responsive to people’s needs? Well
led? In the case of providers put into special
measures for performing poorly on these
measures or for some other reason, they

are given a clear timeframe within which
to improve the quality of care they provide
or face further action, for example for their
license to practice to be cancelled.
Although not a regulator, NHS
Improvement is responsible for overseeing
organisations providing NHS-funded care.
It holds providers to account and intervenes
where necessary to help them improve.

Changes underway
NHS England and partners published the
“Five Year Forward View” in October 2014.
The key policy initiative set out in the Five
Year Forward View is for better integration
of services (e.g. between health and social
care services, and between the different
types of health services). This landmark
planning document has spawned a number
of follow-on and more focussed planning
NHS England and central government
documents, such as the “Five Year Forward
View Next Steps”, “General Practice Forward
View”, “Five Year Forward View for Mental
Health” and “Personalised Health and
Care 2020”. Together, these documents
describe the vision for the future model of
the NHS, with the aim of moving towards
a more sustainable and higher quality NHS.
Specific components of this model include
Multispecialty Community Providers, which
are designed to integrate all out-of-hospital
services, and Integrated Care Systems, which
operate across STP areas. The Forward View
also includes some specific targets, such as all
patient and care records being digital, realtime and interoperable by 2020.

NHS Fact
In March
2017 the NHS
employed:
106,430 doctors;
285,893 nurses
and health
visitors; 21,597
midwives;
132,673
scientific,
therapeutic
and technical
staff; 19,772
ambulance
staff; 21,139
managers; and
9,974 senior
managers.

A number of concrete actions are underway
to help meet these targets, and the
evolution of these is presented in Figure 2.

Figure 2:
Evolution of change
within the NHS today
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NHS Fact – all from NHS Confederation
Ref: http://www.nhsconfed.org/resources/key-statistics-on-the-nhs
In the 2016 Care Quality Commission inpatient satisfaction survey
86 per cent of almost 72,000 respondents rated their overall
experience as 7 or more out of 10.

TECHNOLOGY-FOCUSED DEPARTMENTS

The following boxes describe the NHS departments and organisations with a particularly strong remit for
driving technology-focused system change.

National Information Board

NHS Digital

NHS Innovation

Academic Health
Science Networks

NHS Fact
The NHS deals
with over 1 million
patients every
36 hours.
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Established in 2008, the National Information Board (NIB) is responsible for
developing the NHS’s strategic priorities for data and technology. In mid-2016,
NIB published its Local Digital Roadmap guidance, in which it described the
process for dividing England into 65 footprints, each tasked to develop a fiveyear Local Digital Roadmap describing their local vision for digitally-enabled
transformation (including universal paper-free reporting by 2020) and a delivery
plan for achieving this vision, considerate of the digital maturity of that footprint
as assessed in 2016.
The official name of this department is the Health and Social Care Information
Centre (HSCIC). Its responsibilities are to provide information and data to the
health service so that it can plan effectively and monitor progress, to create and
maintain the technological infrastructure that keeps the health service running,
and to develop information standards that improve the way different parts of
the system communicate.
NHS Innovation activities include:
• NHS Test Beds, which are NHS-innovator partnerships provided with funding
to build infrastructure and test innovative combinations of technologies and
clinical and care pathways. Wave 1 created 6 Test Beds in 2016, and Wave 2
was announced in early 2018
• NHS Innovation Accelerator, which provides support to exceptional innovators
• NHS Innovation Exchange web portal for anyone to share their ideas, seek
feedback, and network with people with innovative ideas
Although the 15 Academic Health Science Networks across the UK are now
autonomous enterprises rather than NHS organisations, they have a licence
commitment from NHS England to drive adoption and spread of innovation
across all areas of healthcare. They help to inform policy related to how the NHS
identifies, develops and adopts new technologies, such as the recommendations
presented in the government’s “Accelerated Access Review” published in 2016,
which aims to speed up access to innovative drugs, devices and diagnostics for
NHS patients. This Review is the follow-on to the government’s “Innovation,
Health and Wealth” agenda.

NHS Fact
In April 2017, over 95% of 205,417 inpatients treated
by NHS trusts and foundation trusts would recommend
their provider to friends or family.

FUNDING YOUR
INNOVATION
FOR THE NHS…

COULD IT WORK?
When health technology companies are
asked what they need, almost inevitably
they reply ‘Money’ and ‘Sales to the NHS’.
This may or may not be true, but it is clear
that unless a small company has started with
considerable private financial backing, it
will need money to take an idea through to
product/service (could it work stage) and then
to market - perhaps the NHS.
This is a chapter which will help SMEs
understand how to get funding- both
from the public and private sector.

Starter for 10

It is important to understand a few basic
principles about funding and answer
some basic questions such as:
� What do you want to do?
Many entrepreneurs are full of ideas;
almost by their nature they are passionate
and can see endless possibilities for their
portfolio of ideas. However, most funders
need clarity and an understanding of
precisely what they are funding. So even at
an early stage of thinking, it is important
to describe as succinctly as possible what
need the product or service will meet in
the health system and what the product or
service will look like. Interestingly, this is a
principle that many established companies
need to pay attention to when they
construct their website.
Perhaps this is the starting point for creating
a business plan and a business strategy and
considering whether you should create a

company of one form or other to enable
you to take your idea though to market as
most funders will only fund companies, not
individual entrepreneurs.
� How flexible are you?
Public sector funders often specify in
considerable details what they are
prepared to fund. It may be a focus on a
clinical area, or only fund partnerships with
the NHS, they may only fund certain types
of companies or companies with specific
business aims or in certain geographical
areas. It is important not to ignore these
criteria as they are likely to act as a first
screen for assessors which might result in
early rejection. However, there may be
opportunities to adapt your idea to fit a
funding stream so that the funder is happy
and so are you. This will require a certain
degree of flexibility on your part and
sometimes it might mean that you don’t
get everything you want from the funder.
An increasingly common requirement from
funders is that you work in partnership with
another party, often the NHS or perhaps
a university. There are funders who don’t
prescribe this, but if your ultimate aim is to
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sell to the NHS, then establishing a partnership,
possibly with a ‘Clinical Champion’ at an early
stage of your company development is an
excellent start and will increase the number
of funders you can access, and the chances of
success.
� How long will it take?
It is important at an early stage to understand
how long you think it will take to get your
idea through all the stages of product/
technical development regulatory approval,
trials and marketing. It is unlikely that any
one funder will provide the resources for
all stages of the journey, so as part of your
business plan it is important to understand
approximately how long each stage will take.
It is also important to understand that you will
likely underestimate how long each stage will
take. Both public and private sector funders
almost always put time limits on their funding
- anything from 6 months to 5 years. Don’t try
to do 3-year project in 6 months!
� How much resource will it take?
Using the same principles as how much time will
it take, taking a product through to market will
likely take more resource than you estimate.
Resource is not just the cash you will need, it’s
your own internal company staff time which
can sometimes be used as ‘match funding’
which is required by several key funders. It is
very important to try and estimate the resource
needed when applying to any funder as
accurately as possible because it is unlikely that
they will give you more if you fall short and it is
also possible that they will ask for money back if
you don’t spend all the resource appropriately in
the timeframe given for the project.

Keith Chessell,
Co-Founder, Solcom, www.@solcom.com
The tenders you can initially satisfy usually preclude
your innovation by requiring reference sites or a
presence on buying frameworks. It’s a long haul,
the time from demonstration to purchase
can be 3 years or more.
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� Who do you need to help you?
As part of your thinking around the creation of
a business plan, it is likely that you will need to
create either a formal or informal small team
of advisors who might be invited to participate
in your company either in an informal
(advisory) capacity or a more formal position
as a Board member/Director of the company.
Chose Board members carefully. Both public
and private sector funders frequently carry
out due diligence when assessing applications
which might include accessing Companies
house databases to understand your corporate
structure and the quality of your formal Board
of Directors.
As previously mentioned, most funders look
favourably on collaborative applications for
funding especially those with NHS partners.
Indeed, many public-sector funders make this
a requirement. However, there will be other
organisations and companies you will need
along your journey such as those providing
legal/IP protection support, a ‘notified
body’ to assist with regulatory approval and
possibly help with health economics.
If appropriate, ensure that you have a good
idea what such support will cost and include it
if you can in applications for funding.
� Technology Readiness Level (TRL)
In order to pitch your project to the
appropriate potential funder, you need to
understand a little about Technology Readiness
Levels (TRL) which are a type of measurement
system used to assess the maturity level of a
particular technology and originated in the
early days of the US space programme (NASA).
There are nine technology readiness levels. TRL
1 is the lowest and TRL 9 is the highest.
When a technology is at TRL 1-3, this represents
the beginning of scientific research and
design leading to a proof of concept model. In
general, research councils, some charities and
universities are engaged at this stage. TRL 3 – 6
represent concept or process validation through
a laboratory to a relevant environment to
prototype demonstration – typically InnovateUK,
elements of the National Institute for Health
Research (NIHR) and some charities fund at this
level. Finally, as the product/service moves to
TRL 6 – 9, product/service is tested and proven in
appropriate environments. The latter stages of
TRL are often the most difficult to attract public
sector funding and should be where private
equity via business angels and venture capital
step in. Increasingly crowdsourcing is seen as an
alternative at this TRL.

Next Steps (increase your chance of success)
The major public and private sector funders
are judged on the quantity and quality of
the applications they receive for funding and
the outcomes of projects; it is in their interest
to help applicants as much as they can in an
impartial way. Therefore, most larger funders
provide help in the form of informative web
sites, events dedicated to share latest funding
information, helplines etc. It is important to
take advantage of such help.
When writing an application, it is important
to consider deadlines for application,
especially if other parties are involved in the
project. Generally, it will take longer than
anticipated and submission should not be left
to the last minute, especially when submitted
electronically as recipient web sites may
become slow or jammed with applications
near to the deadline. Most funders have an
absolute policy of non-acceptance outside
deadlines, however good the application is.
When considering completion of an
application for funding, bear in mind how
long it will take to complete and who in the
organisation (or outside the organisation)
has a good track record of success in
applying for funding. When completing
the application think about who will
manage the project should the application
be successful. Of course, ensure that the
answers you give are to the questions
asked and reflect the language used in the
application form and any other interactions
you have had with the funding body.

SME Provider
So, what can I tell you about accessing the NHS?
Cynics might say ‘don’t bother’, but while there
might not be a clear commercial case for trying (it
just costs too much and takes too long), there is some
method in that madness. There is a growing consensus
that ‘developed in the NHS - sold overseas’ is a sensible
approach. Expect, therefore, to get your commercial
return from outside the NHS marketplace, but
leverage the international respect most
overseas markets have for
the blue logo.

Ivan Porro,
CEO, SurgiQ www.surgiq.com
Have a look at the G-Cloud procurement
framework.
Being there is a market opportunity for direct
purchases which is fine, but most important is a
sort of pre-qualification clients may would
like to check before considering you for
a procurement.

11

ACCESSING THE NHS

A GUIDE FOR SMEs

WHO FUNDS
HEALTHCARE RESEARCH?
Research Councils UK

(Medical Research Council (www.mrc.ac.uk),
Biotechnology and Biological Sciences
Research Council (www.bbsrc.ac.uk),
Engineering and Physical Sciences Research
Council (www.epsrc.ac.uk) (TRL 1 – 3)

National Institute for
Health Research

(NIHR) www.nihr.ac.uk (TRL 3 – 6)
This is the NHS research organisation
which funds health and care research and
translates discoveries into practical products,
treatments, devices and procedures.
Of interest to SMEs are the HTA grants
(Healthcare Technology Assessments), RfPB
(Research for Patients Benefit grants and
i4i (Invention for Innovation grants). All
grants benefit from partnership with NHS
organisations and the HTA and RfPB awards

InnovateUK

(www.gov.uk/government/organisations/
innovate-uk) (TRL 3 – 7/8)
InnovateUK is the UKs innovation agency
sponsored by the department of Business
Energy and Industrial Strategy. Its purpose
is to find and drive the science and
technology innovations that will grow the
UK economy. It works across all science
and engineering sectors but has precision
medicine, diagnostics and digital health as
priority areas. Funding calls vary but include
support under programmes including the

Research Councils UK grants fund
scientists in universities, research institutes
and hospitals (MRC) to carry out basic
research; SMEs may partner in such
awards.

should be led by individuals employed in
the NHS. I4i awards should be SME-led and
constitute ‘Product Development Awards’
and ‘Current Challenge Awards’. Product
development awards are designed for
medical device, implantable device and
in-vitro diagnostic companies and can help
with research and development, product
development, feasibility studies, evidence
gathering health economic analyses, CE
marking, adoption and training.
The NHS also partner in Small Business
Research Initiative (SBRI) grants with
InnovateUK (see below)
digital health catalyst, biomedical catalyst,
health and life sciences competitions and an
‘Open’ competition. InnovateUK also joint
fund the SBRI programme (see below). All
InnovateUK funding requires a proportion
of ‘match’ funding from the applicant.
It should be noted that in spring 2018,
the Research Councils UK and InnovateUK
organisations will be merging to create
‘UK Research and Innovation’ (www.ukri.
org) which as an independent organisation
aims to encompass public sector funding
requirements in TRLs 1 – 7/8.

SBRI

(Small Business Research Initiative)
partnership of InnovateUK and NHS (www.
sbrihealthcare.co.uk) (TRL 3 -7/8)
The UK SBRI programme emerged from
a very successful project based in the USA
called SBIR (Small Business Innovation
Research) which encourages US-based SMEs
to engage in public sector funded research
and development which has potential for
commercialisation.
In both countries the principle is simple;
public sector bodies are asked to specify
real challenges to meet needs and SMEs
are contracted to develop solutions to
challenges. In the UK health sector, groups
of NHS clinicians are asked to specify clinical
and service challenges, and these are
promoted to businesses who then apply for
an opportunity for a contract to deliver a
solution through a 2-stage process. The first
Phase of SBRI is a contract of up to £100k to
develop technical and commercial feasibility
for the solution and, subject to success of
Phase 1 and funding available, companies
can then apply for up to £1 million for
Phase 2 which will allow continued product
development and testing, including clinical/

Crowdfunding
(www.ukcfa.org.uk)

This is a relatively new source of funding
for entrepreneurs. It is designed primarily
for start-ups and SMEs and relatively
straightforward; an individual or company
raises small amounts of capital from a
large number of people to finance a
project or business venture. There are 3
types of crowdfunding; ‘Donation’ where
people invest because they are interested
or believe in the project without the
expectation of any financial return; ‘Debt’
which is sometimes called peer to peer
lending where investors receive their
money back with interest and ‘Equity’
where money is exchanged for a ‘share’

evaluation trials. SBRI calls are defined
clinically and occur 2-3 times per year. There
is no requirement for match funding in SBRI
contracts, and any IP generated is owned by
the company.

Charities
There are over 160,000 charities registered
in the UK, many of them associated with the
health and care sector and it is likely that any
clinically-focussed technology or service will
have a charity associated with it. The bigger
ones e.g. Cancer Research UK, British Heart
Foundation, Macmillan Cancer Support and
the Wellcome Trust have funding available
for research and development. Many of
the larger teaching hospitals also have
charities associated with them and may fund
collaborative projects with business.

Private Funding
There are four types of private funding for
companies; friends, fools and family (which
speaks for itself and is frequently the way
SMEs start), Crowdfunding, Business Angels
and Venture Capital.
Existing successful companies may also find
banks as a source of funding for expansion.

in the company. Health technology SMEs
have largely embraced the Equity model
with companies like Crowdcube (www.
crowdcube.com) organising funding
rounds. The system works especially well
if there are some institutional investors
committed up-front to a funding round
(often a set time of 1 month), as most
crowdfunding platforms will not proceed
unless a minimum amount of cash is
committed. The up-side to crowdfund
for health companies is that the investors
could be a ready-made market for the
product, but the obvious down-side is that
there are potentially a lot of small investors
to manage. Many commentators see this
type of funding growing substantially in
the near future

NHS Fact
In England the proportion of men classified as obese increased from 13.2 per cent in 1993
to 26.9 cent in 2015, and from 16.4 per cent to 26.8 per cent for women over the same
timescale.
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NHS Fact
Average length of stay for inpatient stays in the UK was 7.0 days in
2015. This compares to 29.1 in Japan, 10.1 in France (2014), 9.0 in
Germany, 7.8 in Italy, 7.3 in Spain, 6.2 in the Netherlands, 6.1 in the
USA (2014) and 5.4 in Denmark (2016).
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NHS Fact
The UK had 2.6 hospital beds per 1,000 people in 2015, compared
to 8.1 in Germany, 6.1 in France, 3.2 in Italy (2015), 3.0 in Spain,
2.8 in the USA (2014), 2.7 in New Zealand (2016) and 2.6 in
Denmark (2016).

PROTECTING YOUR
INNOVATION
online or via an app, the technology is likely
to give rise to intellectual property rights.

Business Angels
(www.ukbaa.org.uk)

Business Angels (BA) provide the most
significant source of private sector
investment in start-ups and early stage
businesses. A BA is usually a high net
worth individual who invests in a company,
often alongside other BAs in return for a
share of equity in the business. The Angels
cannot take more than 30% share if they

Venture Capital
(www.bvca.co.uk)

Private equity provided by venture capitalists
(VC) is medium to long term finance
provided in return for an equity stake in a
potentially high-growth unlisted company.
As part of the deal, the VC will develop
a close working relationship with the
company’s management team. VC typically
raise money from institutional investors e.g.
pension funds and insurance companies
alongside their own funding. Such funds
have a defined lifespan e.g. 10 years when

want to benefit from UK-government
tax benefits in their investment through
Enterprise Investment (EIS) or Seed
Enterprise Investment Schemes (SEIS). Sums
invested by BAs may be from £10k- 500k in
a single venture and some BAs may want
to take a personal interest in the company
by Board membership. There are many
networks and syndicates of BAs across
the country e.g. London Business Angels,
Angels4lifesciences.

investors expect substantial returns. VCs
typically hold investments in individual
companies for between 4 and 7 years before
they expect a profitable exit e.g. trade sale,
float on stock market. VCs typically invest
a minimum of around £1.5 million in a
company and then may continue investment
through further funding rounds.
It is generally understood that the US offer the
biggest opportunities for VC investment and
that generally, VCs are historically taking less
risks and may require evidence of initial sales of
a product or service before investment.

If you are working for or with the NHS to
develop a product or service, you will want
to ensure you protect your innovation, so
you can exploit it in future. That means
protecting the intellectual property (IP).

What is intellectual property?
Technology underpins most innovative
healthcare projects. Whether SMEs are
offering a technology that can be used
to improve health or treat a condition, or
using technology to deliver services, either
Understanding IP is vital because it can provide
a key market advantage over competitors. The
first questions SMEs need to ask themselves are:
� Do we own all of the IP in our product?
� Have we protected our IP where possible?
� What rights are we giving others to use our
IP, and do we have collaboration agreements
or licenses in place with our collaborators?

“Intellectual property” is the term used to
describe a range of intangible properties
that result out of creativity or invention.
It includes copyright (which can protect
software code, the “look and feel” of
software and web content), designs (which
may be functional or aesthetic), patents
(which protect inventions), database rights
(which protect collections of data) and
trade marks (which protect brands). More
information on the different rights, what
they can protect and how protection can be
obtained can be found at https://www.gov.
uk/government/organisations/intellectualproperty-office
If the answer to any of these questions is
‘no’ you may find that you do not have
control over your IP, meaning that you may
not be able to do what you want with your
innovation and NHS bodies and other thirdparty collaborators will be able to exploit it
without you benefiting.
So how do you protect your innovation
when working with the NHS?

Ivan Porro, CEO, SurgiQ
www.surgiq.com
Engage Clinicians
Getting audience and starting with clinicians and consultants, and
going up to the hospital / Trust managers is the hardest and slowest
way... but provides you more “grassroot” consent and is more resilient
to changes in the organisations (turnover) once you start involving
few people. This is especially true if you want to achieve
validation on a product/service you’re launching, because
at the beginning it could be not so clear the real
benefit / intended user of your solution.
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Key considerations
SMEs should carry out an audit of their
innovation early on to establish if there is
any IP that needs to be protected. This will
involve the following considerations:
� Identify any IP and the type of IP, which
may include potentially patentable
inventions, new designs, databases,
distinctive branding and copyright works
� Assess the IP’s value, including defining
features and the things that make
the innovation more attractive or
commercially viable than those of
competitors
� Take appropriate steps to protect the
IP in the main geographical markets of
interest, using specialist advisers to help
with this
� Protect the confidentiality of information
early on by putting in place nondisclosure agreements to safeguard
innovative ideas and trade secrets
(especially for potentially patentable
inventions because disclosure before
application will make the patent invalid)
� Remember that IP generated by
employees is generally owned by the
employer, but IP generated by all other
non-employee contributors, including
self-employed consultants, contractors,
freelancers, students and volunteers,
remains the property of the creator even
if they are paid for their endeavours. So,

any non-employees should be engaged
under appropriate written contracts
which transfer any resulting IP to the
SME
� Consider whether any third-party
software or system is required to develop
or commercialise the product. If so, what
are the terms on which it is supplied? Do
those terms restrict the intended usage
or potential roll out of your systems in
the future?
� Consider if any open source software is
to be used. If so, what are the licence
terms and how do they impact on
what can be done with any systems
incorporating that open source software
in the future?
� Make sure contracts with suppliers
(e.g. software developers) deal with IP
properly so that you keep appropriate
ownership or control of it. The greater
the detail, the greater the certainty and
the less likelihood of a dispute over IP in
the future
Considering all of these issues early on
in development of your innovation will
allow you to protect and exploit it. When
you are collaborating with the NHS to
develop a product or service, all of these
issues should be considered at the outset
of discussions with the NHS business. Terms
should be documented in legally binding
collaboration agreements and licenses
so there is absolute certainty about each
partners’ rights and obligations.

SME Provider
If I were starting out again I’d have that firmly in mind as my
game plan. I wouldn’t expect to make money out of the NHS, but NHS
validation through experience, publication, clinical endorsement, certainly
help in export markets. I’d really try hard get some clinicians interested in my
innovation. I’d then stick to them like glue and try to get clinical endorsement
(preferably through publication) as soon as possible. How long might that take?
With a fair slice of luck 18 months, but more likely three years. And in the
meantime? I’d access start-up initiatives like Digital or NHS Accelerators, both
for investment possibilities as well as opportunities for more clinical
endorsement. And of course, networking - flog yourself around
every free workshop and networking event you
can find.
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INTRODUCTION TO
REGULATORY FRAMEWORK…

WHAT DO YOU NEED TO KNOW?
We love to regulate in the UK, and healthcare in particular has kept statutory draftsmen busy for many decades.
In addition, the UK is (at least for the time being) subject to EU legislation which adds a further layer of regulation
intended to ensure the health and safety of EU citizens.

This chapter looks briefly at some of the key regulatory frameworks which apply to the NHS (and, by extension,
those who interact with the NHS), followed by some recommendations for developing your regulatory strategy.
Finally, we consider the particular regulatory challenges arising in relation to data protection and data governance in
the context of NHS interactions.

Regulatory Frameworks
Care Quality Commission
By far the broadest and most visible health
regulator in England is the Care Quality
Commission, and the devolved regions
have very similar regulators with the same
responsibilities.
The CQC is responsible for the regulation
of all health and adult social care in
England, both in the NHS and in the
private sector. It follows that they regulate
a wide range of organisations, including
hospitals, clinics, GP surgeries, ambulance
services and care homes.
The CQC regulates and inspects a number
of ‘regulated activities’, including (but not
limited to):
� The treatment of disease, disorder or
injury
� Surgical procedures
� Diagnostic and screening procedures
� Nursing care

The provider of any of these regulated
activities must be registered with the
CQC, and the unregistered provision of
regulated activities is a criminal offence.

Once registered, providers are monitored
by the CQC through a system of
regular inspections, and through data
and information analysis to monitor
performance in between inspections.
Providers are inspected in relation to
five key areas: safety, efficacy, care,
responsiveness and leadership.

The reports of CQC inspections usually
include ratings, and these – together with
inspection reports – are made public on the
CQC website. Providers are also required
by law to display their rating somewhere
they can be easily be seen by patients and
other users.
As you would expect of such a regulator,
the CQC has a wide range of sanctions
and powers of prosecution it may use to
enforce compliance with its standards,
including powers to cancel registration.

SME Provider

The NHS is a political football. While there is (at last) some talk about
ecoupling NHS budgeting from the electoral cycle, I’ll believe that when I see it.
t’s desperately needed - no organisation can plan operations let alone
transformation with, at best, a three-year budget horizon.
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Medicines and Healthcare
Products Regulatory Agency
The MHRA is responsible for the regulation
of medicines, medical devices and blood
components for transfusion in the UK. This
gives the MHRA a very wide remit and a
variety of different responsibilities.
One of the MHRA’s most significant roles is
to assess the safety, quality and efficacy of
medicines and to authorise their sale and
supply in the UK through the granting of
marketing authorisations.
The MHRA is also responsible for ensuring
compliance with the regulations governing
medical devices. In brief terms, the level of
regulatory control applied to devices is meant
to be proportionate to the degree of perceived
risk based on who the device user may be or
the effect if it fails to perform as intended.
The regulatory framework for medical devices
specifies that, in order for a medical device
to be placed on the market, it must satisfy
the applicable ‘Essential Requirements’. The
requirements for a particular device are
determined by both the nature of the device
and its intended purpose.
Medical devices are allocated one of four
risk classes, ranging from Class I for low risk
devices, through Classes IIa and IIb (medium
risk), to Class III for high risk devices. Which
class a device falls within will depend on
a range of factors, including the intended
purpose of the device, how long it is intended
to be used for, and whether the device is
invasive, implantable, active, or if it contains
a substance which is considered to be a
medicinal substance in its own right.
For Class I, low risk devices which are nonsterile and do not have a measuring function,
manufacturers can self-assess their device and
declare the conformity of their device with

National Institute for Health and
Care Excellence
Although not strictly speaking a regulatory
body as such, NICE was established in
primary legislation and is accountable to the
Department of Health for the performance
of its functions which have a quasiregulatory quality.
NICE has two key NHS-focused roles.
Firstly, it develops clinic guidelines for the
treatment of specific diseases and conditions.
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the regulations and requirements (though
they must register the device with the MHRA).
For other classes of device, manufacturers
need to turn to ‘Notified Bodies’ to
conduct conformity assessments and issue
certificates of conformity. A notified body
is an organisation that has been designated
by an EU member state to assess whether
manufacturers and their medical devices meet
the legal requirements. UK manufacturers
can apply to any notified body in the EU.
The manufacturer of the device has to
ascertain which Essential Requirements apply
to its device and must then compile the
necessary evidence to show that their device
conforms to those Essential Requirements. The
manufacturer presents a technical dossier to
a notified body for independent verification,
including a clinical evaluation report, details
of the manufacturer’s quality system, and a
description of the intended purpose as per the
device’s label and instructions for use.
If the notified body is satisfied with the
evidence presented, then they issue a
certificate and the manufacturer can issue
a Declaration of Conformity and apply a CE
Mark to the device. The device can then be
placed on the market.
Further guidance about the different routes
to market for each class of medical device is
available on the MHRA’s website.
The MHRA also conduct post-marketing
surveillance of medicines and medical devices
and they regulate clinical trials involving
medicines and medical devices.
Although not a NHS body itself, any company
seeking to do business with the NHS through
the provision of medicines or medical devices
would need to be aware of how the MHRA
operates and the regulatory requirements for
marketing medicines and medical devices in
the UK.
Secondly, through its technology appraisals,
it produces guidance and advice on the use
of new and existing treatments within the
NHS, including new medicines, medical
devices, surgical procedures, and diagnostic
techniques. These appraisals involve analysis
of clinical evidence (focused on the efficacy
of the product or procedure), and economic
evidence (focused on the value for money
of the product or procedure for the NHS).
The outcomes of these appraisals have
sometimes proved controversial and subject
to challenge.

Human Tissue Authority
The HTA is responsible for the regulation and
licensing of human tissues and cells in the
UK (though Scotland has its own legislation
governing certain matters). Specifically, the
HTA regulates the removal, storage and
use of human tissues and cells for research,
medical treatment, post-mortem examination,
education and training, and public display. The
HTA also approves organ and bone marrow
donations from living donors.
Certain activities, such as anatomical
examinations and the storage of material
for certain purposes, require a licence from

Human Fertilisation and
Embryology Authority
The HFEA is similar to the HTA but is
responsible for reproductive tissues and
cells. Anyone storing or using human

the HTA. Like the CQC, described above, the
HTA operate a monitoring and inspection
framework which is intended to ensure that
all licensed establishments are compliant
with the legislation and the Codes of Practice
published by the HTA. Carrying out any of
these activities without a HTA licence is a
criminal offence.
The HTA is also responsible for ensuring
compliance with the EU Tissues and Cells
Directives which govern the donation,
procurement, testing, processing, preservation,
storage and distribution of human tissues and
cells intended for human application – again,
covering a wide range of operations.
gametes or embryos in treatment or
using human embryos in research projects
will require a licence from the HFEA. As
with the HTA, carrying out such activities
without a HFEA licence is a criminal
offence.

DEVELOPING A REGULATORY STRATEGY
Alongside your IP strategy, a clear regulatory strategy is crucial. Contracts and leases may be renegotiated,
but a failure to protect your innovation or obtain the necessary regulatory approvals from the outset can be
catastrophic. It is therefore very wise to invest time in developing a regulatory strategy, taking into account
the following considerations:
� Take time and (if necessary) advice about which regulatory frameworks will apply to what you want to do.
This is particularly relevant where you are developing a novel product or service. Where there is uncertainty
about whether or not you require a particular approval, licence or registration, seek clarification before
you proceed – bearing in mind that a failure to have the necessary approval is often an offence. There are a
number of online guides to regulation which may assist in this regard
� Related to the above, be aware that it is possible that a number of different regulatory frameworks might
apply, either sequentially or in parallel. For example, if you were to develop a cell therapy for use in the NHS,
you may need to deal with the HTA, the MHRA and NICE – and if the product involved embryonic stem cells,
also the HFEA
� Take care to calculate the timeframe required to complete all of your regulatory approvals, factoring in both
the (often significant) time it takes to complete the required paperwork and the risk of non-approval. If
you have a product launch date in mind, or are under financial pressure to start marketing, being certain of
when you will be ready to do so is crucial, and the time involved in obtaining regulatory approval is often
underestimated. Regulators publish their internal timescales for processing applications but bear in mind
that these usually operate on a ‘stop watch’ basis, so if clarification or further information is required from
you, the clock stops
� All regulators charge fees for providing requisite licences or approvals. These fees vary depending on the
nature and extent of what is required, but they can be sizeable: for example, the annual CQC registration
fees for a hospital services provider range from £10,968 to £193,390
� Applications for regulatory approval generally require individuals to be nominated to take on certain
statutory functions, making them the first port of call for the relevant regulator. The selection of which
individual(s) for these statutory roles can be very important, so take time to ensure it is someone with the
requisite knowledge and time to fulfil the role adequately
� Take some time to get to know the regulator(s) that you will be dealing with.
Although they are creatures of statute, each regulator has a different culture and approach to regulation
and inspection, so reading their Annual Reports, published inspection reports, Code of Practice etc can
provide a valuable insight into how they operate
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DATA PROTECTION
Any business that processes personal data, i.e. data that can identify a living individual, must comply with UK
data protection legislation. The General Data Protection Regulation (GDPR) comes into force on 25 May 2018.
This will bring with it some stringent obligations and responsibilities, especially for health data which is one of
the special categories of personal data recognised as requiring particular protection.
It will be essential for any business working in the health sector and with the NHS to ensure their business
is compliant with GDPR. Ensuring products and services are designed to be compliant will be particularly
important in areas of added risk and complexity, for example for SMEs developing ‘big data’ projects involving
data mining and artificial intelligence techniques.
As well as the GDPR rules, when selling a product or service to the NHS which involves the processing of
personal data, you will need to ensure your use of data is also in accordance with the NHS’s own internal
information governance requirements. The NHS has a complex set of its own internal information governance
rules which must be followed if a product is to be used in an NHS setting. For example, patient identifiable
data can only be used for purposes other than for the direct care of the patient with the patient’s express
consent or via another recognised legal gateway such as an authorisation under section 251 of the NHS Act
2006. It may also be necessary to comply with the NHS ‘IG Toolkit’ requirements.
So how do you ensure compliance with GDPR and NHS rules where your product or service involves use of
health data? You need to take into account the following key principles when designing your innovation and
before any personal data is processed:
� Make sure any necessary registration is in place at the Information Commissioner’s Office
� Make sure the processing of data satisfies one of a number of conditions for ‘lawful processing’ in the
legislation
� Carry out a data protection impact assessment to allow you to map and risk assess data flows;
� When developing products and tools (particularly for big data projects), try to “design in” privacy from the
outset - measures such as pseudonymisation and data minimisation should be applied as far as is possible to
ensure the greatest level of protection of the data
� Make sure privacy notices are transparent – there should be no surprises as to how personal data is being
used and shared whether by an app, programme or otherwise
� Upload privacy policies and cookie notices to the business’ website
� GDPR and NHS rules are complex and specialist advice may be required, but upfront consideration of the
issues can help you to make sure your innovation is compliant.

Ivan Porro,
CEO, SurgiQ
www.surgiq.com
Engage Clinicians
Getting audience and starting with clinicians and consultants, and going up to the
hospital / Trust managers is the hardest and slowest way... but provides you more
“grassroot” consent and is more resilient to changes in the organisations (turnover)
once you start involving few people. This is especially true if you want to
chieve validation on a product/service you’re launching, because at the
beginning it could be not so clear the real benefit / intended user
of your solution.
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HEALTH ECONOMICS…
WHAT’S IT WORTH?
No matter at what level of maturity your technology is – be it simply an idea or a
commercially available product – the value of the insights that a health economics
assessment could unlock for you cannot be underestimated. If you haven’t already got a
working health economics model, then you should get or make one as soon as possible;
the relatively small upfront effort or cost could save you years of wasted effort and very
significant sums of money in the long run.

As a MedTech innovator or company, the main insight that a health economics assessment
should reveal is the value that different features and functions of your idea/product could
create for different stakeholders across the healthcare economy. This is obviously a good
proxy for how likely you are to be able to sell it in the future – the nearest best thing to a
crystal ball when you are first setting off on your technology development journey. Armed
with this intelligence, you can answer questions like:

What are the core functions that my product needs to offer to be an
attractive business proposition for a healthcare buyer? This obviously has
implications for how much time and money you require to develop this
solution, and therefore your whole technology R&D roadmap.
Are there any obvious barriers to the cost-savings that my idea could
generate being realised in the real world? For example, are the savings
enjoyed by one stakeholder at the expense of another stakeholder
positioned to block its adoption? Designing the product to deliver
non-financial benefits to the latter stakeholder could be an effective
way to overcome this issue.

And, possibly most importantly: Is it possible for me to build a sustainable
business on the margins between cost to produce an appealing product
and possible revenue from that same product, given its cost-saving
potential??

It is clear that health economics can sit in the powerful position of informing a GO /
NO GO decision before any technology has been developed at all… If you do decide
to proceed, your health economics models should accompany you like a shadow
throughout the rest of your R&D journey, benefitting from continual refinement as
you collect more accurate and relevant data and information through stakeholder
interactions and through running feasibility and clinical trials. In this way, you can be
sure that your models are as rigorous, validated and up-to-date as possible – a crucial
weapon when you bump into the ideal clinical champion or find the ideal grant funding
opportunity a week before the deadline!
The benefits of a diligent approach to health economics obviously do not stop there;
they continue through to commercialisation and beyond. Essentially, you will be arming
yourself with the tools you need to make persuasive marketing materials, strengthen
your pricing position in negotiations, and give yourself the best possible chance of a
favourable HTA or NICE assessment - many of the ingredients of a successful sales or
merger meeting!
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The basics
It is of course impossible to cram what is a Master’s degree programme into these few
pages. What this chapter should give you, however, is an understanding of what a health
economics assessment should try to show and what some of the words and concepts
that you may have come across mean, some knowledge about how money flows to NHS
providers and commissioners, an overview of what a full assessment involves, and, possibly
most importantly, a guide to how you can kick-start the health economics assessment process
yourself.

Cost-effectiveness plane
NICE is able to recommend a technology that “provides similar or greater benefits at
a similar or lower overall cost than the comparator(s)”. This statement is essentially a
distillation of the cost-effectiveness plane.
The majority of new pharmaceuticals reside in the top right quadrant: more effective but
more costly than the nearest comparator, and that is where concepts such as quality of life
(QoL) and quality-adjusted lifeyears (QALYs) come to the fore: to
Figure 3:
persuade healthcare technology
Cost-effectiveness plane
appraising organisations such
as NICE that the less explicitly
monetisable benefits (e.g. QoL)
are sufficiently great to justify
the additional expenditure. The
health economics assessments
commonly used for this purpose
fall under the umbrella of costeffectiveness analyses, which is a
comparison of costs in monetary
units with outcomes in quantitative
non-monetary units, e.g. reduced
mortality or morbidity. Where the
units of outcomes are given in terms
of utility, e.g. QALYs to the patient,
the cost-effectiveness analysis
becomes a cost-utility analysis.
When it comes to medical devices,
however, they generally need to
reside in one of the bottom two
quadrants for a healthcare buyer
to be in a position to consider purchasing it, i.e. it must be cheaper than the comparator(s).
It is important to understand that this relative price difference relates to more than just the
purchase price; a comparator can have a lower purchase price but overall be more expensive
to a healthcare buyer’s budget. This is the essence of the types of health economics models
that will most likely be helpful to you – the sum of all the additional financial costs and
savings that your technology generates over a competitor technology from procurement
all the way through to decommissioning, with all the relative costs of staffing, (re)training,
care, and consumables, disinvestment from existing technologies, etc. in between. Presenting
this as a cost-benefit assessment of the costs and benefits accumulating across the entire
healthcare economy is useful for generating the headline figures necessary for a winning
grant application. A budget-impact analysis, on the other hand, will determine the impact
of implementing or adopting a particular technology or technology-related policy on a
designated budget – increasingly a pre-requisite for making a sale nowadays.
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SME Supplier Procurement is the king
They are getting more and more “involved” in the process and by
and large base their decisions on how they are measured and managed –
reducing expenditure – we must save 10%. “Fundamentaly reducing expenditure.
“we must save 10%” Fundamentally this is an incorrect way of viewing innovation.
Negotiating 1/2p off a tea bag won’t deliver the £xxbillions the NHS needs to save.
Changing practice is the only way this can be achieved. Disruptive products are
invariably more expensive to buy and deliver patient and cost benefits
downstream. Procurement find it hard to see this because of the way in
which they are measured. Your no. 1 job is to articulate the total
value of the product, not just the price and help
them see past their acute focus on price.

Stakeholder financial flows
The overall flow of money from central Government to NHS England providers via commissioners
has already been explained and presented in Chapter 1. However, there are important differences in
the ways in which different NHSE commissioners and providers receive these monies. Budget-impact
models need to reflect these financial flows accurately.
For example, in England, NHS Trusts are retrospectively reimbursed by their local CCGs for most of
the acute hospital services that they provide under a nationally determined “Payment by Results”
scheme. A set of resources, including the standard payments (“Tariff”) made to acute care providers
for delivering different procedures and interventions to different types of patients (grouped into
“Healthcare Resource Groups”), are available for free from the NHS Improvement website to help
you understand how this scheme works, and to provide data for your health economics models. It is
important to read through the guidance before you dig into the Tariff so that you understand terms
such as “Trim point”, and “Short stay”, and to make sure you know to apply any marginal rates,
regional variations, Best Practice Tariffs and penalties to the standard rates. Indeed, the crux of a costsavings case may be directly related to a trim point or marginal rate, for example.
Whereas the majority of acute hospital services are retrospectively reimbursed by CCGs according to
the Tariff, the majority of community NHS services in England are reimbursed prospectively, as part of
locally agreed block contracts. It is a different again for primary care providers, with the majority of
their income arising from their block standard General Medical Council contracts, which are based on
the length and demography of their patient lists as well as other factors, and topped up with separate
contracts for Additional Services, Enhanced Services and Out-of-hour services, and payment-by-resultslike Quality and Outcome Framework (QOF) payments.
It is important to know that these structures and financial flows deviate in Scotland, Wales and
Northern Ireland.

Breaking it down to manageable steps
As already mentioned, the best time to have a first stab at a health economics assessment of your
technology is when your innovation is still just an idea. At this stage your model need not be
sophisticated, comprehensive nor very accurate. It just needs to give you a feel for the orders of
magnitude of the major costs and savings - are we talking thousands of pounds per GP per year
or hundreds of thousands of pounds per hospital per year or ….? If you are proficient in thinking
through processes and working with numbers then you will be able to do this for yourself, although
an objective assessment from an evidence-based medicine consultancy does of course come with
greater credibility if you were to refer to it in a grant application or to a prospective clinical champion.
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What follows is a step-by-step guide to building a full health economics model with all the bells
and whistles, and that will prepare you for any level of scrutiny, including eventually from NICE
or Health Technology Assessment. But always remember that it is ok to start simple and then add
detail and complexity over time.

Step 1: Mapping
Conduct a literature review of reputable sources to gain an understanding of the journey that
you believe your technology would take if it were adopted in clinical practice, as well as the
equivalent “current standard” comparator journey without your technology. The main body of
this “technology journey” will usually run in parallel with a clinical pathway or patient journey,
with things like the procurement, installation, and staff training and process change to implement
it occurring before, and its repair, decommissioning or replacement occurring after. Good sources
informing this journey include peer-reviewed journal papers, NHS, NHS Improvement and NHS
Digital documents and databases (including Health Episodes Statistics, NHS Tariff and NHS
Reference Costs), NICE guidance, NICE assessments of related technologies, and patient advocate
organisation reports, e.g. the Cystic Fibrosis Trust’s annual registry reports. Always keep a dated
log of which sources you have used in this and later steps, and the information you extract from
each. This audit trail will save you a lot of time when you return months or years later with new
information that challenges an element of your mapping.
An effective way to present this mapping is as a flowchart of colour-coded and annotated boxes
and arrows – see the mapping extract figure below for inspiration. This can be an excellent
standard reference on the vision for how your technology could be adopted to be shared with
your team and important stakeholders, regardless of its health economics purpose. Breaking this
journey into discrete chunks with some unifying characteristic, e.g. purpose, location or patient
group, will make the following steps easier.

Figure 4:
Extract from an example technology journey mapping
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Step 2: Hypotheses
In all your literature reviewing, you will naturally have got a feel for what the pinch-points, challenges
and problems facing the smooth, efficient and effective running of the current technology journey
are and, importantly, which of these pinch-points, challenges and problems might be overcome in the
journey incorporating your technology. These differences between the two journeys are the foundations
of the hypotheses that your health economics assessment should aim to test. The task now is to state
these hypotheses clearly and explicitly, which might require you to make a glossary of terms to remove
any opportunity for doubt.

Step 3: Theoretical validation
Conduct a deeper literature review to identify statistics (numbers, percentages, average rates, etc.) to add
to the various pathway chunks, boxes and arrows of your mapping relevant to your set of hypotheses.
These statistics should help give you a feel for the volumes of patients and/or clinicians who could use
or benefit from your technology, what the costs to deliver different individual elements are, the rate
at which materials such as bandages are consumed, etc. In many cases, you will not be able to find the
exact statistic you need. When this happens, make a footnote of what relevant information or data you
can find (e.g. the statistic reported for a different country), as these will be the basis for an informed
assumption in your model later on. On other occasions, you will find multiple different statistics for the
same thing. When this happens, make a footnote of them all.
When all this is done, it is likely that your mapping needs to be printed on at least A3 paper to be seen
properly.

Step 4: Pragmatic validation
By basing your health economics model on the information and data taken from the literature only, your
assessment is vulnerable to being biased towards the views, structures and processes occurring at the
hospitals of vociferous or academic-focussed clinicians. This may not be (and usually by definition is not)
representative of the practice of the majority of NHS clinicians. As you ultimately wish to be producing
a technology that appeals to the mass market rather than only a handful of clinicians passionate for a
rather unique cause, it is vital that you gather as much and as varied feedback from clinical experts as
possible. A good way to extract this feedback is to present a stripped-down version of your mapping so
that it highlights the key questions that you wish to receive their feedback on only. A decision tree can
be effective for this purpose – an example basic tree is shown in the figure, with the questions to elicit
responses from clinicians coloured red. Add all feedback you receive during these conversations with
clinical experts as footnotes to your mapping.

Figure 5:
Example decision tree
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Step 5: Building the model
Remember, start simple then build up. The spreadsheet extract below should help you visualise what
the following instructions are describing.
Begin with costing up the current / comparator pathway for a single year, building in one chunk
of your mapping at a time. Then cost up your technology pathway in the adjacent column for the
first year of its implementation, so it is easy to compare their year 1 costs. Include an extra line at
the bottom of each chunk where you calculate the total additional cost or saving arising from your
technology pathway compared to the comparator. Tot up these differences across all the chunks to
get a grand total additional annual cost or saving across the full pathway, as well as the return on
investment (RoI). Repeat this process for 3 – 5 years of forecasting, with the benefits accrued in a
previous year setting the starting point from which benefits continue to accrue in the subsequent
years, and accounting for inflation and depreciation.
Make sure that as you build your model, you continually explain the equations you code up, as well
as reference the sources of the statistics and assumptions that you place in your default version of the
model, in adjacent columns. This will help jog your memory when you return to your model months
later and make it easier for someone else to follow if handed to them to update.
Your literature search and clinician interviews will undoubtedly have thrown up conflicting statistics
to use in this default model. Indeed, it is a task in itself to reconcile these different statistics. One
approach can be to go with the mean value or some other statistic derived from meta-analysis,
another is to go with the one you feel is most credible. There is no right or wrong way, and a
sensitivity analysis (see Step 6) will help you to see how influential your decision on this matter is for
the overall budget-impact case.
Microsoft Excel® or similar spreadsheet-style manipulating software is completely sufficient and, in
many ways, ideal for building and presenting health economics models because it is intuitive enough
for most non-technical people (which may include healthcare buyers) to feel confident to use it. Even
if you do not go to the extent of programming Macros into your Microsoft Excel® spreadsheets to
make user-interaction very straight-forward, a non-technical user may find it possible to edit aspects of
the model to make it bespoke to a slightly different pathway, patient group, etc., or to follow what a
member from your team is changing in the model in front of their eyes during a meeting.
Another reason for building your model in Microsoft Excel® is that, when you are ready to send your

Figure 6:
Budget-impact model example structure

Year 1

health economics assessment off to bodies like NICE for product appraisal, they will expect your model
to be in Microsoft Excel®. The other software they will be happily accept models to be built in are
TreeAge®, R or WinBugs.
Another benefit of modelling in Microsoft Excel® or similar is the ease with which you can
paste alternative scenarios side by side, for their direct and easy visual comparison. This can be a
powerful way for you to run experiments on the relative cost / savings profiles of different purchase
agreements, such as phased roll-out over a period of years versus blanket roll-out all at once, and upfront total lot payment versus monthly outcomes-based payments.

Step 6: Sensitivity analysis and clinical trial design
By demonstrating a sizeable cost-savings case for a healthcare buyer to transition from the comparator
to your technology, your path to commercial success will, without doubt, be much easier than it would
otherwise be. However, there is still a lot of intelligence hidden in your model that you can leverage to
strengthen your future commercial position even more and save you years of anxiety! Specifically, by
running a sensitivity analysis of the parameters in your model, perhaps weighted by your uncertainty
on each of these parameters, it is possible to understand where your model is most vulnerable
to being quashed during a HTA assessment and any subsequent NICE appraisal. Armed with this
knowledge, you may be able to put mitigation strategies in place to prevent this from happening, e.g.
to increase the effectiveness of a certain feature of your product, or to limit its use to a restricted set of
particularly responsive patients only.
With these mitigation strategies in place, you can prepare for a clinical trial with good confidence
that it will deliver positive results, rather than live through the anxiety of not knowing which way
things will go. With the trial design, delivery and evaluation periods often lasting years, that is a lot of
sleepless nights and nail-biting!

Step 7: Enjoy the spoils!
Once you have rigorous clinical trials evidence that your technology is either more effective and
cheaper than the comparator, or minimally less effective for the cost-savings argument to be
sufficiently persuasive (return to the cost-effectiveness plane earlier in this chapter), make sure your
marketing announces this loud and clear! It really is commendable to get to this point – many, many
more will fail along the way – but we are sure you will acknowledge that that first health economics
model that you drafted years ago set you on the right track!
SEHTA would like to acknowledge JB Medical for their support on this chapter.

Business model 1 (current):
Comparator device used according
to current practices

Business model 2 (replacement): Replacement of comparator devices
with new devices and usage according to current clinical practices
(i.e. suboptimal distribution to patients clinically indicated to benefit
from this device)

Business model 3 (ideal): Sufficient supply of new
devices and distribution processes to meet the
needs of all patients clinically indicated to benefit
from this device

Notes

References

NHS Trust number of general and acute hospital beds

579

579

579

175 NHS Trusts with General & Acute beds = 579 beds on average. Not Bed availability and Occupancy Data – Overnight
including psychiatry, maternity, etc as complication of interest “seldom 2017-2018, NHS England
observed in patients admitted to these wards” Vanderwee 2010.

Average NHS Trust bed occupancy

89.45%

89.45%

89.45%

Average across most recent 4 quarters

% patients admitted at risk or at high risk of complication
(including for those admitted with existing complications)

41.2%

41.2%

41.2%

“Complication prevalence in Europe” Curtis 2009 UKspecific figure

% of at risk patients receiving device

45.8%

45.8%

100%

“Complication prevalence in Europe” Curtis 2009 UKspecific figure

Annual energy cost of all devices

£4,442.21

£1,465.93

£3,200.72

Staff managing audit, distribution and coordination of
devices

£22,313.76

£22,313.76

£48,720.00

Assume coordinator role on par with band 4 stores + distribution role

“PSSRU Health and Social Care unit costs 2016-17”
band 4 stores and distribution £28/hour. “Cost-effective
management in a large teaching trust” Gebhert 2003: 1
FTE device coordinator for business model 3

Nurse device set-up

£12.857.34

£8,154.72

£16,599.33

Assume it takes 2 x band 5 nurses 10 mins each to set-up comparator
device, and 8 mins to set up new device

“PSSRU Health and Social Care unit costs 2016-17” grade
5 nurse costs £37/hour. Fielscher 1997: 2 x 10 minutes of
nursing labour to set-up comparator device

Total annual cost to NHS Trust

£52,470.65

£40,089.12

£85,039.37

£12,381.53

-£32,568.72

Daily use chunk

Annual cost/saving to NHS Trust

26

Overnight 2017-2018, NHS England
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GATHERING THE EVIDENCE
DOES IT WORK?
How to define what evidence you need
To define the evidence needed starts with
the Question/s you need to answer.
So, if the purpose of the evidence is to
support a health economic analysis in
favour of the use of your product, then
questions like: -

� Does the technology increase patient
throughput without detriment to clinical
outcome?

� By implementing this approach will it save
money?
� What are the patient benefits in quality
adjusted life years (QALY)?

� How much will the technology cost versus
the benefits?
All provide the basis to define what
evidence needs to be gathered. Forming
the questions into an organized portfolio
based on the answers you need to give,
forms a logical structure to the begin
writing the protocol/s for evaluations/
calculations/trials.

Examine how the questions are best
answered. Do they really need an expensive
clinical trial? What evidence already exists
to answer the question/s?
Often a literature review is a relatively
inexpensive way to provide the detailed
evidence required. In many cases reviews
may already exist and be catalogued, as
easily searchable for example as is the case
with the Cochrane database of literature
reviews. See what can be derived by
calculation, again rather than undertake
actual trials. Perhaps the evidence has
been gathered in another market, so that
evidence can be recalculated based on
the actual characteristics and metrics of
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the application/s the product will provide
for. It may be that the particular clinical
department you are dealing with has all
the data on usage, cost, and outcome, so
the creation of a calculator in the form of
an XL spreadsheet may be what’s required
to provide the evidence supporting the
use of your product. So, try hard to find
ways to gather the evidence based on what
already exists, and derive your conclusions
accordingly.
Of course, there are specific cases, for
example in the regulation of products
that tests of your product need to be
completed in a highly defined fashion.
The detail of this process is covered
elsewhere in the document, what we
are concentrating on here, and the
assumption made is that at this stage
what you need is evidence to support the
adoption of your product.
Many clinicians rightly want to evaluate
a product, and we will cover that topic
later in this section under Pilots and Trials;
suffice it to say that any evaluation needs
to have a clearly defined and agreed
protocol, with a means to document and
determine, in a highly objective way,
how well your product performs based
on the needs you have established as
the basis for procurement. Too often in
the excitement of a clinician showing
an interest in a device, it’s dropped off
with little more than a ‘see how you
get on’ commentary, which in nearly all
cases results in a failure to progress the
procurement process, as someone that
tries the product in an unstructured,
uncontrolled and unsupported fashion
will inevitably find fault. It’s always
hard to recover from a ‘bad start’ to an
evaluation!

Pilots and Trials, value of a Clinical Champion and avoiding the ‘endless Pilot’
It is often said that there are more ‘Pilots’ in
the NHS than there are in British Airways!
Though said tongue in cheek, many companies
feel that having established a ‘pilot’ centre for
their product is a significant achievement and
that it’s all plain sailing from here on in. If only
that were the case! The key with pilots and
trials is the set of agreed objectives or purpose
that makes up the pilot or trial protocol. And
every instance needs an agreed protocol.
Without it, the pilot sails like a rudderless
ship, which may get to its destination but is
extremely unlikely to, and any ‘slight wind’ will
blow it entirely off course. So, first rule of a
successful pilot is the agreed basis on which the
pilot is conducted and that includes the time
it will take, and the outcome it will provide.
Otherwise it becomes the ‘endless pilot’. I’ve
lost count of the number of products placed
on a pilot that have been forgotten, and then
as staff changes take place, the only person
in the company with knowledge of the pilot
is the company stock controller, who, at the
annual physical stock check asks if anyone
knows where the particular product is! One
write-off later, and nothing has been achieved,
except a hole in asset register and an impact
on the company financials.

With more formal trials it’s generally more
straightforward, as by definition a trial,
properly conducted, has a protocol that by
definition has defined outcome measures.
Key with a trial is the purpose of the trial. It’s
often used incorrectly in the sales cycle as a
way to get interest in the product, but best
used in the final stages of the sales process
to ‘prove’ what you’ve agreed is the basis
for your potential customer to proceed to
purchase. Beware the ‘aimless’ trial, as your
trusted sales guy tells you he can get Dr
Magic to use your device. Just using it isn’t
an objective aim and is unlikely to secure any
useful outcome. Always question why he
wants to use it. If it’s in mutual interest then
that’s the basis to gain an agreed protocol, a
timescale, and defined outcome measures.
All that said, the value of a clinical champion is
extremely high. Even with the best and closely
managed pilots and trials, it’s impossible for
your ‘person’ to be there all the time, and the
risk with this kind of approach is when the
product is used, and no one is there from the
company. That’s when things go wrong, and
the culture in this country is not to complain
or to go back, but simply stop using the
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product. Warning signs of this are – When
you or your representative return to the trial
site, the product is nowhere to be found, or
it’s sat disconnected in the back of theatre, or
a clinic. You need to be sure Dr Magic had a
clinic and was due to use your product all day!
So, having a clinical champion can be your
eyes and ears when inevitably you are not
around. A motivated clinical champion can
ensure the protocol is managed effectively,

alert you to issues, giving you the chance to
step in and rectify, and keep a momentum to
the whole project. All in all, an essential part of
the successful pilot and trial. Further, a clinical
champion will have more credibility with other
clinicians than you as a business. If you can get
the champion to write the case studies and
present at conferences rather than you, then
you have a much better chance of adoption by
other clinicians.

NICE Technology Appraisal (TA), an essential understanding and pitfalls to avoid
The National Institute for Health and Care
Excellence (NICE) has had as it core objective
since its inception in 1999, the responsibility
to provide independent guidance and advice
on the range of health and care products
available to practitioners in whatever discipline
of medicine they are engaged. The experience
of most dealing with an organization with
such a broad brief is that NICE is significantly
overloaded with the workload of meeting
this brief. Products/Services are registered
with NICE, and then, rightly, very rigorous
and lengthy processes mean that months if
not years pass without considerable progress.
So, it’s worth noting that NICE Technology
Appraisal is an adversarial process not for
the faint hearted, and in the main suited to
products that already have the bulk of the
evidence collated to support their use and
adoption. During its tenure
NICE and government
have been acutely aware
NHS Fact
of the perceived ‘slowness’
At the end of April 2017,
of adoption, so numerous
efforts and investments
there were
throughout the NHS and
3.8 million patients on the
government have been made
waiting list for treatment;
to identify innovation and
over 380,000 (10.1 per cent)
provide accelerated adoption.
had been waiting for longer
Many still believe that NICE
than 18 weeks.
and a NICE Technology
Appraisal (TA) are some form
of guaranteed mandate for
adoption and diffusion. Sadly, they aren’t.
In best case they are confirmation of what a
product does, by way of guidance that the
product ‘does what it says on the tin’, and
ratification of the health economic arguments
that are put forward as a key component of
the case to support adoption. In worst case
they can be the basis for an endless series of
additional questions, usually answered by
years of expensive clinical trials, which will
delay the successful adoption of product.
Remember once you are in the NICE process,
it becomes public knowledge, and anyone can
search for the status of your device and see
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for themselves the basis of the concerns about
your technology. On some occasions this can be
bad news for you and may affect perception of
your product in the marketplace.
There is now a much better way, and certainly
one more appropriate for technologies still
in development, via the many innovation
accelerator programmes that can be
accessed via SEHTA and the Academic Health
and Science Networks (AHSNs). Via these
organisations and sources of funding you have
a ready and effective means to champion and
prove your product as the basis for accelerated
adoption. That said, and although significant
funds are being invested in this process,
as ‘word spreads’ competition for funds
increases. Given all that, if you pursue the NICE
Technology Appraisal (TA) option you won’t
need expensive consultancy with ‘connections’
to gain you access. Access to the process is
refreshingly easy and online, as is all the
information you will ever need to know about
their processes. Applying online is a bit like
‘throwing pennies into a wishing well’, in that
you hope something comes out of it but you’re
not convinced! Extended periods of time pass,
and you’ll be tempted to go to those ‘in the
know’ in an effort to speak to a human being.
But, if your product is good, and the
application compelling, you will hear back, and
engagement will start. What you do need are
people to hand that are qualified in health
economics, and you’ll need a clinician on
board too, as parts of the process require that,
to ensure objectivity and a lack of bias. The
outcome in the form of NICE guidance can feel
very underwhelming, as the reward for all that
effort and time, but will provide a compelling
basis to support your arguments for adoption
and diffusion. NICE is also highly regarded
internationally, and their approval could add
value to your product as you seek to export.
https://www.nice.org.uk/about/what-wedo/our-programmes/nice-guidance/nicetechnology-appraisal-guidance

VALUE PROPOSITION AND
MARKET ACCESS STRATEGY
Essentials of Market Understanding and
Segmentation to determine your Access Strategy
Any google search will return an
information overload on the topic of market
understanding, so what we are providing here
is what’s key on how and what to determine as
your framework for marketing understanding
as the basis to determine a successful market
access strategy; the essence of what’s
important as a MedTech SME looking to
commercialise a product or service in the NHS.
The term market understanding is selfexplanatory, it’s the key data on a market
you wish to access, without which you are
entering the market blind, ill-informed and
thus significantly reducing your chances of
commercial success.
Where is the Data? – Many texts on
marketing point to the importance of
published sources as the means to inform
market understanding, so here’s the first
key point, there are very few accurate and
published resources on the market for
MedTech. The ones that are available are
often very expensive, assembled using a data
gathering process that is at best imprecise,
relying on market researchers to contact
companies and persuade them to reveal
their own market data. So save your money,
utilise the wealth of government data that’s
available, seek out a broad network of contacts
in your application area of interest, including
clinicians, nurses, technicians, academics,
competitors, and the growing number of
government organisations set up to ensure the
adoption of innovation by the NHS (e.g. the
Academic Health Science Networks (AHSNs))
who, in the main, will be happy to provide you
with information and ‘pointers in the right
direction’.
Be prepared to derive, calculate, and best
guess market data. For example, if you know
the number of cataract procedures performed
in the UK (available from published NHS
data) and you know the average price of an
intraocular lens, then a simple multiple will
give you the approximate market size. Sadly,
competitors don’t reveal sales by product and
market share in their public company accounts,

so prepare yourself for plenty of internal and
external discussions with networking key to
really getting to grips with your market. Use as
many sources of the same information as you
can to refine and validate your ‘best guess’.
You’re never going to get accuracy down to
single device, but you will obtain sufficient
accuracy on which to base and manage an
access strategy. Also remember that the market
is constantly changing, so an ‘eye’ on market
developments is essential to ensure your
market understanding truly reflects the market
as it is and will be in the future.
Gaining market data really is the difficult bit it’s why there is such a premium on recruitment
of staff from market leading companies or
competitors!
What data? – The ‘easy’ bit! Marketing really
is the application of ‘common sense’, so the
list of what data you need isn’t difficult to
determine –
� What market does your product serve?

� How is that defined – by size in terms of
Volume and Value?

� What percentage of that market is accessible
to your product vs the total available market
(TAM)?
� How has the market changed over time?

� How will the market change in the future?
(including Compound Annual Growth Rate
(CAGR)); that will inform the determination
of the ‘factors affecting demand’, the
‘trends’, or ‘market drivers’.

� Who are the potential customers, where are
they and how do they operate?
� What is the competitive landscape – Who are
your competitors? What is their organization
(staff)/size (turnover)/market share (%)?
From that data you are then in the position
to Segment your potential customers, thus
precisely target your marketing activities to
those segments that are the best fit for your
product offering and provide for a successful
market access strategy.
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Mapping the ‘Buying’ decision making process and building a successful Action Plan
We all use products all of the time to do the jobs that we do. There is rarely a time when we
don’t have some form of tool to help us to do a job. The same applies to those that use med
tech. So, to determine our potential customer’s appetite to ‘buy’ the solution we have to offer,
we need to know how satisfied they are with the product/s they are currently using. We also
need to know where on the pecking order of user they ‘sit’ (how influential are they?). Mapping
those two elements forms the basis of understanding a customer’s buying decision, and how to
build a successful action plan.
Let’s take an example – Through your building network of contacts in the hospital, you’ve been in
conversation with the Electro-BioMedical Engineering department, and they have informed you
that Dr Smith (Anaesthetist) isn’t happy with his anaesthetic machine. So you ‘toddle’ off to see
Dr Smith, and find that the anaesthetic machines they use are 25 years old, keep failing, and a lot
of their modern monitoring equipment they cannot integrate into their antiquated anaesthetic
machines.
Bingo! You have found a ‘dissatisfied’ customer, in this case based on the technology they use.
So, what is valuable about ‘dissatisfaction’? It is a primary motivator of change. Thus Dr Smith,
based on his dissatisfaction with the hospitals anaesthetic machines is ready to do something
about it. So, your sales discussions now have a productive basis on which to flourish!
So, an account map is simply a way to describe, monitor and manage the process of change.
Changing means providing a different solution so – an opportunity to sell something, and buying
requires decisions, hence the term mapping the ‘Buying’ decision making process. Having done
this, it’s a logical step to describe actions related to the stage of the buying process and formulate
a highly effective Action Plan to drive a purchase. Having a formulated description of the Buying
process in respect to the account, and an associated action plan allows you to easily engage
others in the selling process, and for you to articulate effectively what needs to be done and
when. So more gets done, more quickly, with a more effective outcome – Try It!

your primary aim of marketing your product effectively. As such it’s important to match the
resources of your organisation to those of the directorate or hospital department you are in.
Doing that will ensure a ‘like for like’ dialogue, with the ‘right’ people speaking together, the
consequence of which is a greater level of rapport with your customer, and higher level of
respect between both parties. Failing to do so, and ‘coming up short’ in key discussions will
handicap and delay progress. Of course, in SME’s as small organisations, we all multi-task, carry
many roles and responsibilities, so it’s important that you represent yourself in a like for like
manner, and understand and can relate to both the purpose and nature of the discussion.

Understanding NHS Supply Chain Frameworks and Procurement
Like most public bodies, NHS organisations (e.g. NHS England, Clinical Commissioning
Groups, NHS Trusts and NHS Foundation Trusts) and local authorities are “contracting
authorities” subject to the requirements of public procurement law set out in the Public
Contracts Regulations 2015 (PCR).
These regulations are in place to ensure that all contracts over a certain value are opened up
to the market to allow all providers a chance to offer the contract requirements. This can be
an opportunity because it will allow you to bid for contracts to sell your goods and services
or a barrier because it means a contracting authority may not be able to give you a contract
directly without seeing what else the market has to offer.
There are different rules for contracting authorities depending on whether they are buying
clinical services or non-clinical services such as technology. The thresholds for going out to
the market are lower for non-clinical services and supplies than for clinical services falling
within the scope of the Light Touch Regime (as detailed within the table on page 35).
Even where the value of a contract is lower than these thresholds, contracting authorities
may decide to run competitive tenders anyway. But sometimes tender requirements can be
waived and for start-ups who wish to develop their products through pilots or trials with
NHS organisations or local authorities this can be a way of working with an organisation
(following a direct approach in most cases). However, if the trial is successful there may still
be no guarantee of a long-term contract.
The places to look out for contract opportunities are:
� the EU online publication the Official Journal of the EU or “OJEU” as it is referred to http://
ted.europa.eu/TED/main/HomePage.do and
� the UK online portal called Contracts Finder https://www.gov.uk/contracts-finder
But nothing is better than knowing about opportunities before they are notified, and even
helping to shape them by participating in lawful soft market engagement events. For that
you need to find out who the key decision-makers are when it comes to awarding contracts
for your type of business in your area and talk to them and build a relationship.
The UK government is committed to ensuring that SMEs in particular have fair access to
contracts let by public bodies. Further information on this aspect of the PCR and other
aspects of the legislation (contained in Procurement Policy Notes) can be found at:
� https://www.gov.uk/government/publications/public-contracts-regulations-2015-lordyoung-reform-frequently-asked-questions and
� https://www.gov.uk/government/collections/procurement-policy-notes

Presenting the ‘right’ argument to the ‘right’ people
Anyone venturing into the NHS for the first time will encounter a highly confusing and
constantly changing vocabulary. If with clinicians and nurses then the ‘language’ is medical
terminology, speak with business managers and the acronyms start flying about, combined
with references to operational efficiencies and improvements in productivity… Whoever
you encounter has a vocabulary of their own, operating in a highly diverse and complex
system. As an SME you have to make sense of it all and manage your activities to progress

32

In an effort to drive improvement in procurement efficiency the government have taken a
variety of initiatives. Probably the one with the greatest longevity and a highest degree of
controversy was the advent of the NHS Supply Chain (which, as will be seen below, will shortly be
replaced by the Future Operating Model, with its multiple “Category Towers”).
Supply Chain’s ‘modus operandii’ is the establishment of so called ‘National Framework’
agreements with suppliers of goods and services to the NHS. The requirements of the framework
are published as tender opportunities, with indications of likely purchase volumes over the term
of the contract.
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Whilst this has the effect of enticing suppliers to quote their lowest prices, which is what NHS
Supply Chain want, these projected volumes are not a contract to buy, and are simply indicative
of future anticipated demand, based on historical purchase data. What is more, pricing quoted
at the time of tender, is binding over the term of the contract which may be from 3-5 years in
duration, with no opportunity to revise prices over the term.

Secondly, due to both the national pressure to utilise the FOM and the “top slicing” mechanism,
organisations that are not appointed to a FOM framework agreement will find it even harder
to make sales to NHS organisations using a non-FOM route. SMEs should bear these important
points in mind.

Another ‘catch’ is the so called ‘NHS Supply Chain’ management fee, which is a percentage
NHS Supply Chain take from the supplier pricing to cover their costs. There has been a lot of
controversy about this over time, as dependant on the framework these ‘management fees’ have
varied by framework contract, and by supplier! However, NHS Supply Chain have responded
to criticism and standardised many of the aspects of this charge. In addition to this charge, NHS
Supply Chain receive a percentage of the savings they generate through Supply Chain purchases
as opposed to Trusts buying directly from suppliers themselves.

Opportunism - new initiatives, sign-off thresholds

The other key advantage to Trusts, is that by buying via the NHS Supply Chain Framework
contracts they negate the requirement to go to tender, as all the companies listed on the
Framework qualify as having been through the tender process to secure a place on the
framework itself. Many companies have found it key to their commercial success to be NHS
Supply Chain listed, and supply through the Framework agreements. Some categories of
Framework are more successful than others, but it is the objective of NHS Supply Chain to
increase year on year the proportion of goods and services supplied via Framework contracts.
Certainly, for an SME, as the NHS Supply Chain have direct representation at Trust level, they
provide another form of sales pressure to Trusts to buy the products listed on the Framework
agreements.
As alluded to above, the existing NHS Supply Chain model will shortly be replaced by the Future
Operating Model (“FOM”), which is being implemented throughout 2018 as part of a strategy
to address some of the fragmentation and inefficiency identified by the Carter review of NHS
spending.
The FOM is intended to “flex the tremendous buying power of the NHS saving £615m annually”,
through pricing and product standardisation and increased transparency in addition to higher
NHS uptake (aggregation of demand).
NHS organisations are encouraged to procure via the FOM by “top slicing” from their existing
budgets to fund (in part) the cost of operating the FOM. Such top slicing will take effect from
April 2019. At that point Trusts will have (literally) invested in the FOM, making it far more likely
for them to use it (rather than their own procurement resource or other potential framework
agreements) as their preferred route to market. The higher concentration on and uptake in
relation to FOM should increase the buying power of the NHS and generate savings accordingly.
The FOM will feature 11 so called “Category Towers”, with several “Category Tower Service
Providers” being responsible for one or more of the Category Towers. “Logistics services,
transactional services, and supporting technology” will also be supplied under the FOM. An
“Intelligent Client Coordinator” will act as a single point of contact for NHS purchasers, providing
them with a user-friendly service and ease of access to the relevant Category Tower(s) and
appointed providers.
Whilst bringing about a structural change from the model currently operated by Supply Chain,
the FOM will still consist of a framework agreement or several framework agreements under the
umbrella of each Category Tower. It is therefore likely that some of the issues referred to above
(e.g. no guaranteed commitment at the outset of the framework agreement, lack of ability to
revise prices other than in the event of a further competition, management fees) will persist to
some degree.
Given that the stated aim of the FOM is to rationalise and standardise products and prices, and,
due to the use of the “top slicing mechanism”, the level of competition amongst providers may
reduce overall in the longer term.
Firstly, there is a clear drive to decrease both the number of products and suppliers, benefitting
from the economies of scale realised in doing so. Where suitable, this could eventually result in a
the FOM offering a single product from a single supplier to meet a given need.
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The Public Contracts Regulations 2015 and the Concession Contracts Regulations 2016 (the
latter in the case of the final row only) apply to opportunities with a financial value equal to
or greater than the values set out below:
Contracting Authority

Contract

Current Threshold

• NHS Trusts
• Central Government
• Department of Health

Services contracts

£118,133

•
•
•
•
•

Services contracts

NHS Foundation Trusts
NHS England
CCGs
Local Authorities
Academy Trusts

Supply of goods contracts
£181,302

Supply of goods contracts

All

Works contracts

£4,551,413

All

Light Touch Regime (i.e. most clinical services) Contracts (LTR)

£615,278

All

Concession (works or services) contracts

£4,551,413

The above thresholds (which are all net of VAT) were implemented on 1 January 2018
and are ordinarily revised every two years. The thresholds are accurate as at the time of
publication but should be checked at the point that the relevant procurement commences.
In addition, NHS organisations are currently required to advertise on Contracts Finder all
opportunities with a value of £25,000 or above that have been advertised elsewhere. They
are also required to publish on Contracts Finder contract award notices within a “reasonable
time” of each relevant award.
Finally, NHS organisations are also required to comply with their own standing orders and/or
standing financial instructions, which often specify a particular process for the award of contracts
with a value below the thresholds set out in the table above (e.g. to obtain a minimum of three
quotes for each contract with a value above £10,000 before making the award).

Is it worth it? Overseas market briefing
According to Deloitte (2018) ‘Global health care outlook’ -the evolution of smart health care,
the combined health care spending in the world’s major economic regions will reach 8.7
trillion dollars by 2020 up from just over 7 trillion dollars in 2015. The US spends 16.9% of its
national GDP on healthcare which is considerably more than any other country including the
UK at 9.8%. In 2015, the US spent around 3.3 trillion dollars which was approaching 50% of
the world total spend on healthcare. The next biggest global markets were Western Europe
(1.65 trillion) and Asia/Australia (1.54 trillion).
According to MedTech Europe (2015), the £85 Billion market for medical technologies in
Europe was dominated by Germany (28%) France (16%) the UK (12%) and Italy (10%).
Many SME’s report high levels of frustration dealing with the NHS. Certainly, in the current
climate of austerity, and now uncertainty over BREXIT, coupled with the consequences of
many years of driving cost efficiencies in the NHS, many draw the conclusion it’s too difficult,
too costly, and takes too long to access the NHS. So, consideration based on the market
characteristics of the international markets is often a wise approach to take in parallel to
charting a course to access the NHS. It may be that roll-out in other markets provides the
success and thus the profitability to ‘stay the course’ with NHS sales.
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THE FUTURE
Partnerships (STPs) and a move towards
new Accountable Care Systems (ACSs).
Some Clinical Commissioning Groups (CCGs)
and GP practices have merged creating
Population, Policy and Technology.
larger bodies in a drive for efficiency.
Changes in NHS structures always result
Population: The ageing population is
in new opportunities for innovative fleetcreating unprecedented levels of demand
of- foot companies. In addition, many
for health and care services, requiring that
believe that the Life Sciences Industrial
new approaches be adopted for delivering
Strategy and Sector Deal alongside the
health and care as budgets continue to
implementation of the Accelerated Access
be squeezed. In England, the greatest
Review - which aims to speed up access to
opportunities for tackling this problem lie
innovative drugs, devices and diagnostics
in the treatment and care of the 15 million
for NHS patients - herald new opportunities
people with long-term conditions such as
for companies to access funding and NHS
diabetes, dementia, Chronic Obstructive
markets. Challenges around Brexit may
Pulmonary Disease (COPD), hypertension
also result in an increased public sectorand arthritis. Long-term conditions such as
funded drive to support UK companies to
these consume around 70% of the total
export. During the 70th Anniversary year
health and care budget in the UK and so
of the NHS, alongside political pressure for
are the focus of the many NHS initiatives
increased resources for health and care, the
and policies today.
UK government appears to signalling that
funding might increase to the NHS quickly
Policy: At present, the UK spends
and be sustained. This should be beneficial
around £120 billion per year
both for patients and for technology
on the NHS, which is just
companies wanting
over 9% of GDP.
to sell innovative
This compares to
NHS
Fact
solutions to
over 17% of GDP
public health
expenditure in the
There
are
an
estimated
3.0
million
and care systems
USA. The NHS is,
which need
people
with
diabetes
in
England
by international
improvements
standards, an
(2016).
in efficiency and
efficient and effective
effectiveness.
health system.
However, future funding
Technology: Health and care sector
requirements fall well short of government
businesses are not immune to the trap of
provision in times of austerity and there are
attempting to push technology into markets
real challenges to meet efficiency targets;
that are not receptive because they do not
many NHS Trusts find themselves in deficit
meet needs or are unaffordable. However,
and several have had to restrict expenditure
there are some profound technological
other than for essential requirements as
developments emerging which will result
the end of the financial year approaches.
in new products, services and systems of
The result of this is that any offer to the
considerable benefit to health and care
health service has to be more efficient and
providers and citizens, especially digital health
cost effective than existing provision and
(telehealth, wearables, big data, Artificial
competitors (“more for less”) and ideally
Intelligence, Blockchain, health informatics,
any cost / benefit analysis presented by
sophisticated imaging, Apps, Augmented
a technology or service provider should
Reality and Virtual Reality). Digital health
show cash benefits within the current
holds so much promise for health and care
financial year. The policy push towards
providers but companies still find it difficult
integration of health and social care
to get adoption. Recently, tech giants such
continues with the creation of 44 placeas Apple and Amazon have announced
based Sustainability and Transformation
Despite the dangers in crystal-ball gazing,
most commentators recognise three
strategic drivers of the future in health:
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new initiatives in this area which could
provide new impetus for publicly-funded
healthcare systems to adopt more digital
health technology. There are continuing
new developments in personalised health or
precision medicine based upon understanding
of genomes, helping in the development
and deployment of more effective
pharmaceuticals, often alongside companion
diagnostics. There are new advances in
material science and engineering, working
towards bespoke 3-D printed biocompatible
synthetic and organic tissue replacements and
progress in regenerative medicine creating
organs and tissues regenerated both in the
body and in-vitro. Finally, there are more
robots assisting in routine surgery and moves
to develop robotics for the care sector being
driven primarily by technology developments
in Japan.

With these three strategic drivers forming
the backdrop of future health and social
care market needs and trends, it’s clear
that the most competitive products and
services will emerge at the interface of
health and social care, engineering and
digital technologies. Based on experience
working with all players in the health
and care ecosystem, we believe that one
of the fundamental pillars of building a
better futre for health and care is through
collaboration via networking and contacts.
The UK has the potential to lead the world
in the revolution in health and care, but it
will need the networks and relationships
among its businesses, universities, research
organisations and funders to enable
collaboration to co-create the new models
of health and care we will need in the next
5-10 years.

NHS Fact
The number of people aged 60 and over is projected to increase from 14.9m in 2014 to
21.9m by 2039. As part of this growth, the number of over-85s is estimated to more than
double from 1.5 million in 2014 to 3.6 million by 2039.
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SOUTH EAST HEALTH
TECHNOLOGIES ALLIANCE (SEHTA)

Leading health and social care lawyers
Hempsons is a leading UK health and social care law firm acting for over 600 health and social care organisations
in the public, private and third sectors.

South East Health Technologies Alliance
(SEHTA) is one of the largest healthcare
technology networking consultancies in the
UK with 1,300 members from 20 different
countries and a database of more than
7,000 contacts spanning academia, industry,
clinicians, the NHS and wider health and
social care providers, local government,
policy-makers, research councils and
funding bodies.

We have a dedicated team offering specialist advice to the healthtech and life sciences sectors. With their
extensive expertise and sector knowledge, Hempsons are able to offer a full range of sector-specific legal
services. In addition to our understanding of the importance of strong regulatory, commercial, procurement and
intellectual property advice, our corporate team comprises a mix of corporate and corporate finance experience
with extensive experience of sector-focused transactions and due diligence.
Hempsons not only offer advice in relation to medical devices and pharmaceuticals, but we also have particular
expertise in the fields of cell and gene therapy, reproductive and genetic technologies, and related research.
Our experience of acting for over 200 NHS bodies means we have the regulatory expertise necessary to assist
organisations looking to access the NHS as well as in-depth knowledge of the latest developments and thinking
within the NHS.

Who do we help?
Academia (Universities/research
organisations)

www.hempsons.co.uk

Business (healthcare, pharma, private sector,
healthcare consultancies, product/service
solution providers)
Clinicians/Care (local authorities, CCGs, NHS
Trusts, AHSNs, care procurers and providers)

SEHTA driving collaboration:
Academics, Businesses, Care + Clinicians

What can we do for you?
Areas of Expertise
Impartial, Independent Advice
Contracts
Horizon Scanning
Funding
Events & Conferences
Project Management
Economic Models
Market Intelligence
Product/Service Intelligence
Access to Industry
Commissioning Support
Supply Chains
Procurement
Consortium Building
Research
Public Health
Policy Development

Academia














Business
















Clinicians/Care


















For all the latest information and updates from SEHTA, please visit our website
www.sehta.co.uk or email info@sehta.co.uk
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