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This 25 Step Model sets out the key steps and activities in the end-to-end pathway for Health Technology
in England from creation through to product commissioning & monitoring.
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This work has been co-developed by AAC, a unique partnership between patient groups, government bodies,
industry and NHS bodies

We work together to streamline the adoption of new innovations in healthcare:
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Our five priorities

= Research

N Increase the speed,

scale and diversity
of the research
in the NHS.

e

O Demand signalling and
horizon scanning

Clearly identifying and
articulating NHS needs
and systematically

searching for solutions.

Building
innovation capacity @

Supporting NHS
organisations and
workforce to develop,
test and implement
innovative solutions

@ Uptake of
proven innovation

Supporting the uptake
of medicines, medical
devices, diagnostics
and digital products.

Innovator support

Making it easier to navigate
innovation ecosystem and
delivering transformation al
commercial deals at scale

> Cross cutting themes - Health inequadlities | Patient public participation | Life Sciences Vision | Net zero | NHS England Clinic al Priorities
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Context
Vision androle of the AAC

Our vision is to have a UK ecosystem in which all
patients have timely access to transformative,
Innovative technologies that lead to improved
outcomes and experience, more efficient NHS delivery
of care, and benefits for the wider economy.

The AAC has a responsibility to accelerate innovation
through partnership working. We believe there are
strategic benefits in working together with our partners
to identify barriers and co-ordinate solutions across
the entire pathway to help address the causes of
issues, rather than having multiple programmes to
address isolated symptoms.

To support this vision, the AAC has comprehensively
mapped out the key steps an innovator should go
through, from concept development through to
widespread implementation across the NHS, as well
as the support already available at each stage in this

journey.

Health Technology Pathway Mapping Work

The mapping identifies 25 steps, themed around five key
phases. It represents an innovator’s stylised, illustrative
journey through the product development process.

This work is primarily aimed to inform and guide SMEs without
a deep history of working in the NHS, but it will also be relevant
to innovation partners already familiar with the NHS.

Each step includes a schematic flowchart of milestones, key
organisations, timelines, policies, guidelines, a ‘to do’ list, and
other relevant issues innovators need to be aware of. These
have been identified through a literature review and
engagement with key partners and stakeholders.

The flowchart has been developed using a medical devices
and diagnostics lens, but it also has applicability for DHTS.

Issues and policy levers have been identified through a
literature review, industry analysis, government
recommendations, and discussions with key stakeholders and
partners. These continue to feed into the AAC's ongoing work.
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Health-Technology Pathway Information

What is the Health-Technology Pathway Tool?

This tool sets out the key steps and activities in the end-to-end pathway for Health
Technology in England from research through to patient treatment.

England has a nationalised healthcare system with a single set of NHS payor
organisations, a single regulator (MHRA), and a single Health Technology
Assessment body (NICE), which makes market access reimbursement decisions for
medicines and some health technologies. The National Screening Committee
supports commissioning processes for tools deployed in national screening
pathways.

Who should use the Health Technology Pathway Tool?

This tool has primarily been designed for innovators and developers, as well
as other ecosystem partners and stakeholders, looking to navigate England’s
Med-Tech landscape and gain a deeper understanding of:

* Steps and activities that are mandatory (and optional) at each stage.
* When these steps and activities should be conducted.

* The external guidance available at each stage and where to find it.

* The stakeholders involved at each point through the pathway.

* Best practices/tips to help navigate the pathway.

What Best Practice Principles should users keep in mind?

There are some suggested best practice principles to keep in mind whilst bringing medical
technology and diagnostics through the end-to-end pathway. These will help to bring
innovations to NHS patients as efficiently as possible.

Engage early

Early engagement and collaboration between manufacturers and healthcare system
stakeholders such as MHRA, NHSE and NICE during the product development and
regulatory stages of the pathway can ensure alignment on future product-specific
requirements. This helps to ensure system readiness.

Seek advice and support

Take advantage of the wide range of available guidance and support offered by the
NHS and other ecosystem stakeholders throughout the pathway. This will help you
gain an understanding of the UK landscape and how to meet the specific
requirements of the regulators, commissioners and providers.

Minimise complexity

Patient centricity
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How to Use this Pathway Tool

1 Explore the Pathway
_ == === - overview to view all of
the steps. Appendixes can
- be found at the
Click the section of the B [ | [ [ end of the
Pathway you would like == = = | Roadmap slide
to find out more about. decks.
You will be taken to the ' [
first Topic deep-dive
slide of that section.

The home button returns to the
P—— Commissianing & main pathway diagram.

Adoption
‘step 1 -identification of Unmet Need and Idea Generation Best Practice and Tips

+ The Innovation Service has produced detailed guidance

Health Technology

Development Evidence

and the

Navi ate b Roadma \‘ueu\%:rf“:.#m;:m,.izg, to support early stage innovators, available on the
c t'g Y p e The Best Practice and Tip section
ec |On Unmet Clinical or * Resources availab H 3 H
ks e provides links to external guidance

Identified

= Unmet need is described in d
NHS LTP, the

and information.

solution Proposed

The Overview section l
provides high level ||
information on this step ‘ ‘
in the pathway.

The Outputs section highlights the
To Do List key outputs that should be

sy e completed by this stage in the
. _ : i : . B ey innovation development journey.
The To Do LISt Sectlon . mated aggregate health gain compared to existin -

sider working with PPIE professionals within Univ
ists and NIHR bodies who can pr

re ml nds InnovatOFS the ‘t:::i.:;?::h PPIE to ensure you have patient co-production of your
key activities required at
this step in the pathway

There may be links to more
information in the appendixes.

ACCELERATED
ACC

ORATIVE
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Pathway
Stepl1—Ildea creation and identification of unmet need Best Practice and Tips
* Inthe first step, an innovative solution is proposed to address an unmet clinical or NHS need. * The Innovation Service has
* From a demand perspective, innovation is a way to meet specific unmet that firms or research have not yet address ed. produced detailed guidance to
* From a supply driven perspective, innovation in medical technologies has been described as the result of progress along three different support early stage innovators,
pathways: advances in scientific understanding, improvement in the ability to develop new tools and learning in practice. available on the NHS
Innovation Service
: : : Unmet Clinical Where do innovative solutions come from? * Patientadvocacy groups and
How do innovators identify NHS Need charities are a good source of
unmet need? 2l o == Advances in ) information about patients.
Identified T * NHS Trust/Staff  Resourcesavailable include the
ST Member ABPI Working with Patients
* Clinical research & academic . understanding J | 'é:lad.im'c Group ::S:::Eg:;?;f?:iittlgn:nﬁ
Solution 4 . N |0 Shanty
pafp.ers . - < Exploitation of |+ SME the AMRC: A guide for charities
* Clinical experience or opinion Proposed new . Large Med- working with industry.
* NHS Long Term Plan ‘1, _ opportunity Tech/Pharma P CLILGUECC IBC L b
* Local needs assessment s N | * Non-Healthcare documents such as the
! ) Concept Existing Long Term Plan NHS LTP, the
* Demand signalling by the AAC . Company AAC Demand Signalling ,or
. Innovation to Technology * Patient/Individual N
or other bodies Add y AHSN led Local NHS Innovation
ress 9 Solutions ) Innovator and Research Needs.
Unmet Need
To do List Outputs
. Petermineifyourinnovation meets an NHS, unmet need, which are highlighted to « Clearunderstanding of the intended patient population,
innovators by the N‘HSth'rough documents such as the NHS I:ong Term Plan NHSLTP, includingthe incidence and prevalence.
the AAC Den‘.land Signalling ,or AHSN Igd Loca.l NHS Innovatlpn and Research Needs. « Clearunderstanding of the recommended best practice of
. Res'earch estimated aggrgga.te population which f:OL!|d bgneflt fromthe technologyf care for the patient population.
estimated unmt‘-:'tr‘1eed within the target population; estimated aggregate health gain « Cleartheoretical understanding that the intervention could
comparedto existing care. improve unmetneed in target population.

* Considerworking with PPIE professionals within Universities, NHS Trusts and NIHR
bodies who can provide support and advice on how to approach PPIE to ensure you
have patient co-production of yourinnovation.


https://innovation.nhs.uk/innovation-guides/advanced-innovation-guide/creation-advanced-innovation-guide
https://innovation.nhs.uk/innovation-guides/advanced-innovation-guide/creation-advanced-innovation-guide
file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/abpi_workingwithpatients_webbrochure_v8.pdf
file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/abpi_workingwithpatients_webbrochure_v8.pdf
file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/abpi_workingwithpatients_webbrochure_v8.pdf
https://www.amrc.org.uk/Handlers/Download.ashx?IDMF=fa2c3b7c-8184-45c4-87a2-e6d1b8a6888f
https://www.amrc.org.uk/Handlers/Download.ashx?IDMF=fa2c3b7c-8184-45c4-87a2-e6d1b8a6888f
https://www.longtermplan.nhs.uk/
https://www.england.nhs.uk/aac/what-we-do/how-do-we-do-this/demand-signalling/
https://www.ahsnnetwork.com/app/uploads/2019/07/National-survey-of-local-research-and-innovation-needs-of-the-NHS.pdf
https://www.ahsnnetwork.com/app/uploads/2019/07/National-survey-of-local-research-and-innovation-needs-of-the-NHS.pdf
https://www.longtermplan.nhs.uk/
https://www.england.nhs.uk/aac/what-we-do/how-do-we-do-this/demand-signalling/
https://www.ahsnnetwork.com/app/uploads/2019/07/National-survey-of-local-research-and-innovation-needs-of-the-NHS.pdf
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Step 2 — Value Proposition and Care Pathway Analysis

* A value proposition is a positioning statement that explains what benefits you are providing for a healthcare organisation and your capacity and
capability to deliver those benefits well. The Value Proposition will evolve as you develop your product.

* |nnovators and companies increasingly must articulate a broader value proposition to an increasingly diverse set of stakeholders, which is often
required to access funding and support. A market requirement document could also be produced.

* |tis alsobest practice to conduct a care pathway analysis to consider the impact on patient pathways, which can be used to support the value

proposition.

Development

Evidence Regulation

Concept
Innovation

Ine
product/service
mix you are
selling

Benetits minus
cost, as
perceived by
customers

The specific
patients/
clinicians you
are targeting

to Address
Unmet
Need

Optimal treatment reduced
hospitalisation

Speed up Recovery

Different staff grade

Reduced Process Time Required

How your
offering delivers
clearvalue for
the NHS

To doList

* Research and develop your value proposition, taking into account
the likely range of stakeholders.

* Consider performing and care pathway analysis, eitherin house or
outsourced.

* Consider developing a market requirement document.

* Testvalue proposition with clinical experts and patient groups.

Development of Value Proposition

Clear value
proposition

Vision Proof

How you are
different from
and better than
alternatives

Credibility and
believability of
your offering

Improved outcomes

Enhanced dignity

Reduced LoS

Compliance

Enable self care

Reduce unnecessary interventions

Outputs

Initial value proposition for use with stakeholders.

If appropriate, a Care pathway analysis to understand
how your intervention could be implemented. This may
come laterin the developmental period.

Market requirement document (if applicable).

Commissioning &
Adoption

Best Practice and Tips

NICE offers a service to
explore yourvalue proposition

with them.

Innovators can outsource care
pathway analysis, for example
the NIHR Newcastle In Vitro
Diagnostics Co-Operative has

expertise (methodsinopen
access journal here)
Checkif your innovation
provides value above direct
patient benefits. This value
includes:

1. Solvingthe Covid-19

backlog

2. Reducinghealth
inequalities

3. Supportingthe NHS
NetZero Agenda.

4. Improvingthe health
and wellbeing of staff


https://www.nice.org.uk/about/what-we-do/life-sciences/office-for-market-access/exploring-your-value-proposition
http://newcastle.mic.nihr.ac.uk/expertise/evaluation-themes/care-pathway-analysis/
http://newcastle.mic.nihr.ac.uk/expertise/evaluation-themes/care-pathway-analysis/
https://www.mdpi.com/2072-666X/11/3/291
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Development Evidence

Step 3— Device Classification Strategy

* The clinical data required by the regulators to demonstrate that a MedTech product performs as intended and is safe to use is
dependent on the class of technology, with higher risk MedTech products requiring more extensive clinical evaluation and
evidence standards before they can be launched onto the market.

* Innovators should be aware of the class of device during the creation stage to inform planning in later stages.

Medical Device Diagnostic

Minimum
Viable Product
|

v

Classification
of Device
To do List Outputs
* Readthe appropriate guidance from MHRA and, if + Cleardevice classification.
necessary, consult an expert.  Clearunderstanding of differences between device

* Determine your device classification. classification and understanding of what that means for
* Start to implement the appropriate Quality Management regulatory strategy.

System (QMS) appropriate for the device classification — « Appropriate Quality Management System (QMS) in place.
the complexity of the QMS will depend on the device.

Regulation

Commissioning &
Adoption

Best Practice and Tips

MHRA Support and Guidance
* The MHRA has A Guide to What is a Medicinal

Product

* The European Commission has produced a
guidancedocument for the classification of
Medical Devices

* There is further guidance produced by the
Medical Device Coordination Group here.

* The MHRA has guidance on medical technology
for the United Kingdom here.

* The MHRA has guidancefor Borderline Products

* Guidanceon the Regulation of In Vitro
Diagnostic Medical Devices here.

* Guidanceon Custom medical devices here.

* Guidanceon In-House Manufacture of Medical
Devices in great Britain here.

* NHS Digital Interoperability Toolkit (ITK)is a set
of common specifications, frameworks and
implementation guides.

NHS England

* Digital Technology Assessment Criteria here.
HRA Support and Guidance

e HRA Medical Devices _modules

(Medical devi f the HRA Sct le of
E R : : " lacki

* The HRA Best Practice websites.
* Policies and standardsfor medical devices and
¢ .
* HRA Guidancefor using patientdata, /ﬂ\


https://www.gov.uk/guidance/medical-devices-how-to-comply-with-the-legal-requirements
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/872742/GN8_FINAL_10_03_2020__combined_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/872742/GN8_FINAL_10_03_2020__combined_.pdf
https://ec.europa.eu/docsroom/documents/10337/attachments/1/translations
https://ec.europa.eu/health/system/files/2021-10/mdcg_2021-24_en_0.pdf
https://www.gov.uk/guidance/medical-devices-how-to-comply-with-the-legal-requirements
https://www.gov.uk/guidance/borderline-products-how-to-tell-if-your-product-is-a-medicine
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/946260/IVDD_legislation_guidance_-_PDF.pdf
https://www.gov.uk/government/publications/custom-made-medical-devices
https://www.gov.uk/government/publications/in-house-manufacture-of-medical-devices
https://digital.nhs.uk/services/interoperability-toolkit
https://transform.england.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/
https://www.hra.nhs.uk/planning-and-improving-research/learning/e-learning/
https://hra.premierit.co.uk/dashboard/library/61
https://hra.premierit.co.uk/dashboard/library/66
https://hra.premierit.co.uk/dashboard/library/66
https://hra.premierit.co.uk/dashboard/library/63
https://hra.premierit.co.uk/dashboard/library/63
https://hra.premierit.co.uk/dashboard/library/68
https://hra.premierit.co.uk/dashboard/library/68
https://hra.premierit.co.uk/dashboard/library/64
https://hra.premierit.co.uk/dashboard/library/64
https://hra.premierit.co.uk/dashboard/library/60
https://hra.premierit.co.uk/dashboard/library/60
https://hra.premierit.co.uk/dashboard/library/70
https://hra.premierit.co.uk/dashboard/library/70
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/medical-devices-and-software-applications/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/medical-devices-and-software-applications/
https://www.hra.nhs.uk/covid-19-research/guidance-using-patient-data/
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Step 4-Intellectual Property Strategy Best Practice and Tips
* Intellectual property (IP) is a legal framework that protects ideas, concepts and the products of creative and mental effort. gf::;:tl;"formaﬁon about Intellectual
* |P rights promote innovation by rewarding the owner of the IP with a monopoly right over the idea, preventing others from exploiting it
without their consent. The different types of IP are below. * The UK’s Intellectual Property Office
* |nnovators need to secure the appropriate IP to ensure their business remains viable, and to attract investors. Innovators should ensure c lnformaticgn onBasic|P Guidanceand
the IP for their idea does not already exist, understand who else might have a claimon the IP (e.g. employers, collaborators and / or intellectual property can be

found on the government website.
* The |P Health Check is a free tool that can
be used to identify your IP assets.

Not Requiring Registration at Intellectual L. . . . ¢ Usethe IP Equip serviceto find out which
Property Office - Requiring Registration at Intellectual Property Office type of intellectual property you have

* Speak to a professional,such as a patent

Copyright Database Trademarks Registered Freedom to attorney patent attorney or trademark
o erate attorney

DeS|gns p * Goto alocal IPclinic ortheBritish Library

Automatic n/a n/a ~4 mo. 4- 6 years 8 weeks Business and IP Centre inlondon
* |fyou’re in Wales youcanuse |P Wales
. i Intellectual

Free ok i Around £400- ~£4000 for the £60 for once ~£5000 to sfver?mi?thgu'iia EceonAn

1000 UK, deSign £10000 * The UK Government Office of Tech

Transfer can provide support for
innovators in the public sector to identify,
protect and exploitIP

funders), and where appropriate apply for the right IP protection. A full description of the different types are found in appendix 2.

To do List Outputs

Identify the right IP protection required for your Health Technology Innovation e e e e Health Technology & Intellectual Property

* Identify your IP Goals .
e .. your Health Technology Innovation :
* Ensure your technology does not infringe any existing patents : *+ The government has produced guidance
: i * Evidence that your health technology does not on . o
* If other parties have contributed to your IP, ensure you are clear on what already exist ﬂxa.mmmg.p.a.tsn.t_a.p.plm.almns_f.o.t. ' .
igati medical inventions
Icfontrac.tual ol?c!lgatlolps you tr:ay havef P f third parti - * Application filed with the initial public offering (IPO) + Atimelineof patent process is found on
your innovation relies on the use o rom third parties, ensure that you e e the IPO website.

have secured the relevant rights

* Keep detailed and up to date records of your Intellectual Property, and take
steps to ensure the information remains confidential

* Ifapplicable, engage the services of a patent lawyer

* Ifrelevant, prepare detailed documents which describe your invention and file
these documents with the Intellectual Property Office (IPO)

A


https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/government/publications/ip-basics/ip-basics
https://www.gov.uk/guidance/licensing-intellectual-property
https://www.ipo.gov.uk/iphealthcheck
https://www.ipo.gov.uk/ip-support
https://www.cipa.org.uk/
https://www.citma.org.uk/find-a-chartered-trade-mark-attorney.html
https://www.citma.org.uk/find-a-chartered-trade-mark-attorney.html
https://www.gov.uk/government/publications/uk-patlib-network/uk-patlib-contact-information
https://www.bl.uk/business-and-ip-centre
https://www.bl.uk/business-and-ip-centre
https://www.swansea.ac.uk/law/istl/ip-wales/
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/456368/IP_rights_in_USA.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/456368/IP_rights_in_USA.pdf
https://www.gov.uk/government/organisations/government-office-for-technology-transfer
https://www.gov.uk/government/organisations/government-office-for-technology-transfer
https://www.gov.uk/government/publications/ip-basics/ip-basics
https://www.gov.uk/government/publications/examining-patent-applications-for-medical-inventions
https://www.gov.uk/government/publications/examining-patent-applications-for-medical-inventions
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1083860/Patents-Timeline.pdf
https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/government/organisations/intellectual-property-office
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Step 5 — PPIE/ Net Zero/ Health Inequalities

Net Zero:

* Environmental impactand carbon emissions should be considered at the core of product and business development. Innovators need to build their environmental
impact / net zero strategy earlyto align with the NHS commitment to reach net zero by 2045 and respond to the climate emergency and health threat.

* Products/servicesare required to demonstrate their carbonimpact and therefore needto evaluate and quantify their carbon emissions (scope 1,2and 3). Atan
organisation level, carbon reduction plans will need to be published to demonstrate the organisation’s commitment towards achieving net zero, a carbon reduction plan
template canbe found here.

* Innovators need to start considering the carbonimpact ofthe solution(s) theyare developingand howto minimise any emissions along the lifecycle of the innovation,

includingfrom their own suppliers all the way to the use and disposal of the product.

PPIE:

e Patientand publicinvolvement and engagement (PPIE) is importantto the work of the Accelerated Access Collaborative (AAC) and the NHS.

* Itis importantto workwith people and communitiesto ensure research priorities and innovations are developed in collaboration with people with lived experience of
a particularservice or health condition.

* Itis useful to involve patients, people who access services, carers, charities, community groups and others to bring diverse perspectives intothe development and
adoption planning for newinnovations.

* Failing to involve people with lived experience in the development of innovations, risks the innovation not meeting real word need or beingoptimally effective.

* We co-produce spread and adoption plans and patient information for MedTech products with patients, charities, Academic Health Science Networks, Clinicians and
AAC stakeholders

Health Inequalities:

* Healthinequalities are unfairand avoidable differencesin health across the population, and between different grou ps within s ociety.

* Withinthiswider context, healthcare inequalities are aboutthe access people have to health services and their experience and outcomes.

* Equalityand Health Inequalities Impact Assessments (EHIAs) are a tool to document service, programme and product impact on different populations including
protected characteristics: age, disability, ge nder reaSS|gnment marrlage orcivil partn ershlp, pregnancy and maternlty, race, religion or belief, sexand sexual orientation
(Equality Act 2010) - example:

To do List Outputs

Developa netzerostrategy: .
* Map outthe environmental impact of the innovation on the chosen care pathway
e Considerhow to assess and report carbon emissions at the organisation level (starting with UK

Netzero plans and strategy developed to meet
the netzero NHStargets with a clear
understanding of the requirements

scope 1and2emissions) * Evidence of PPIE co-production throughout
* Adoptedthe Core20Plus5 framework process
* Include PPIE across the five pathway phases, i.e. creation, development, evidence, regulation and e Completionof EHIA's including action plans on

commissioning/ adoption
* Adoptionof EHIA approach across five pathway phases
* Baselineassessment of PPIE and Hl knowledge with developers to informtraining and PPIE needs

reducing healthinequalities

Commissioning &
Adoption

Regulation

Best Practice and Tips

Net zero tips
NHS England andthe Greener NHS Programme

The Greener NHS has published theirsupplier roadmap andinvited
suppliers to engage withthe NHS through their Evergreensustainable
supplier assessment forum.The Evergreensustainable supplier
assessmentwill be avoluntary tool for suppliers to engage with the NHS
on their sustainability journey Support organisations

Guidance for applying net zero and social value in NHS procurements

PPIE tips:

Involve people early and throughout the process.

Ensure that a diversity of views and perspectives are heard (including
from patients, people with lived experience and carers).

Involve patientadvocate organisations, e.g. the charity, voluntary and
community sector.

Ensure that PPIE is appropriately resourced, including staff time, and that
people whoget involved are appropriately supported (access and
training and support needs are met, and people are notfinancially out of
pocket from their involvement).

Extensive resources are available to support working with patients and
the public, including guides outlining NHS statutory involvement duties,
working with specificcommunities, accessible involvement, different
involvement methodologies and ways of working with patients.

NHS England » Bite size guides to participation

PPI (Patient and Public Involvement) resourcesfor
applicants to NIHR research programmes | NIHR

Patients must be at the heart of the NHS — and of innovation
transforming systems

NHS Accelerated Access Collaborative » Patient and public

Health Inequalities & CORE20PLUSE:NHS England » Nationall
Healthcare Inequalities Improverment Programme [ NHS

» i
Reimbursement:N

» Working with our Patient an

HS Englan



https://www.england.nhs.uk/greenernhs/get-involved/suppliers/
https://www.england.nhs.uk/greenernhs/wp-content/uploads/sites/51/2022/03/B1030-applying-net-zero-and-social-value-in-the-procurement-of-NHS-goods-and-services-march-2022.pdf
https://www.england.nhs.uk/publication/bite-size-guides-to-participation/
https://www.nihr.ac.uk/documents/ppi-patient-and-public-involvement-resources-for-applicants-to-nihr-research-programmes/23437
https://www.nihr.ac.uk/documents/ppi-patient-and-public-involvement-resources-for-applicants-to-nihr-research-programmes/23437
https://www.innovationunit.org/thoughts/patients-must-be-at-the-heart-of-the-nhs-and-of-innovation/
https://www.innovationunit.org/thoughts/patients-must-be-at-the-heart-of-the-nhs-and-of-innovation/
https://www.innovationunit.org/thoughts/patients-must-be-at-the-heart-of-the-nhs-and-of-innovation/
https://www.england.nhs.uk/aac/what-we-do/patient-and-public-involvement/
https://www.england.nhs.uk/aac/what-we-do/patient-and-public-involvement/
https://www.england.nhs.uk/about/equality/equality-hub/case-studies/
https://www.england.nhs.uk/about/equality/equality-hub/case-studies/
https://www.england.nhs.uk/publication/working-with-our-patient-and-public-voice-partners-reimbursing-expenses-and-paying-involvement-payments/
https://www.england.nhs.uk/publication/working-with-our-patient-and-public-voice-partners-reimbursing-expenses-and-paying-involvement-payments/
https://www.england.nhs.uk/publication/working-with-our-patient-and-public-voice-partners-reimbursing-expenses-and-paying-involvement-payments/
https://www.gov.uk/guidance/usability-testing-qualitative-studies
https://www.england.nhs.uk/publication/working-in-partnership-with-people-and-communities-statutory-guidance/
https://www.england.nhs.uk/publication/working-in-partnership-with-people-and-communities-statutory-guidance/
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fassets.publishing.service.gov.uk%2Fgovernment%2Fuploads%2Fsystem%2Fuploads%2Fattachment_data%2Ffile%2F1053009%2FPPN-0621-Carbon-Reduction-Plan-Template-Jan22.odt&wdOrigin=BROWSELINK
https://www.england.nhs.uk/about/equality/equality-hub/national-healthcare-inequalities-improvement-programme/what-are-healthcare-inequalities/
https://www.england.nhs.uk/wp-content/uploads/2020/11/1901-Equality-and-Health-Inequalities-Impact-Assessment.pdf
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
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Step 6 — Establishing the company/ commercial vehicle
* A new healthcare innovation requires the set-up of a registered business, and innovators need to consider staffing, overheads,
office and lab space, and the business name. Innovations in large companies require many of the same considerations.
* A wealth of information is available on other sites, so this section has been kept deliberately short. Below are some of the key
milestones in starting up a business.
* Registering Company takes 8-10 days.

Forming
business as Hire Properly Dev.elop
Corporation or Employees insure BuSiness
ploy Business model/Plan
LLC
Development l’ l Develop
of Start-up J Minimum
Viable Product
- Set up
Decidi
. e;:-altr:egNoar:ne Decide on Co- Develop o flf..ea;t . Obtain Appropriate
P Founder/Equity Website ice/La Tax ID Books &
& Brand Space
Records

Spin-out company:

* Spin-outs are strategically valuable because they provide a
low-cost transfer of firm assets

* Spin-out have minority shareholders, often a university or
otherhighereducation institution (sometimeknow as ‘the

Pros and Cons of Spin-out company:

* Great potential forgrowth due to their smallersize and management
motivation to achieve success

* The parent/ university will have in place an IP-sharing policy with spin-
out/off through ashare of royalties

PECEE) * Downside includes spin-out share prices can be more volatile and can
To do List tend to underperformin weak markets or be outperformedin strong
: : markets
* Decide ontype of business structure
* Decide onbusinesslocation OUtpUtS

e Registeryourbusiness with company's house
* Insure business

* Hire Employees

* Insure business

* ObtainTax ID

* Develop business model

* Setup appropriate accounting processes

* Companyset-up

Regulation

Commissioning &
Adoption

Best Practice and Tips

Guidance on supporting a businessis available at:

British Business Bank
https://www.gov.uk/set-up-business
gov.com A Guide to Startingand Developing a New
Business

Gov. database of business finance support options
Nesta Resources for Start-ups

Imperial College London: A Founder's Guide to
Spinouts

Independent small business advice platform
https://startups.co.uk/

Patient Involvement

Some companies set up Patient Advisory Board
(PAB) Programmes to leverageinsightand
diversity.

Accelerated Pathway

Use of LEAN Start-up methodologies may decrease
costs and timescales and increasethe likelihood of
survival.

Stats and Figures

OLS estimate Core MedTech Sectoris 2900
business employing 106,500 people (plus 1290
businesses employing 31,600 in Service & Supply
Chain businesses).

The combined turnoveris £27.6bn, source.

The Digital Health segmentisincluded in the Core
Med Tech sector, 670 businesses employing
14,400 employees

Settingup a company

Registerthe company using the UK
Government Companies House website

A


https://www.gov.uk/set-up-business
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/32246/12-828-make-business-your-business-guide-to-starting.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/32246/12-828-make-business-your-business-guide-to-starting.pdf
https://www.gov.uk/business-finance-support
https://www.nesta.org.uk/feature/help-startups/
https://www.imperial.ac.uk/media/imperial-college/administration-and-support-services/enterprise-office/public/A_Founders_Guide_to_Spinouts_-_Second_Edition_WEB.pdf
https://www.imperial.ac.uk/media/imperial-college/administration-and-support-services/enterprise-office/public/A_Founders_Guide_to_Spinouts_-_Second_Edition_WEB.pdf
https://startups.co.uk/
https://www.gov.uk/government/statistics/bioscience-and-health-technology-sector-statistics-2020/bioscience-and-health-technology-sector-statistics-2020
https://www.gov.uk/government/organisations/companies-house
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Step 7— Non-Financial and RegionalResearch Support

Non-Financial Supportand supportfor Market Research is available for manufacturers for idea creation and the development of value proposi tion which includes

PPI, mentoring, networking and training. Listed below aresome of the more common supportorganisationsavailabletoinnovators.

NHS staff

* NHS staffcanapplyforthe Clinical Entrepreneur Programme, whichis a free annual competition available to NHS staff that has trained over 900 entrepreneurs
to date. The Local Trust IP team can support commercialisation of in-house developments and testing inthe NHS.

Data

Data - NHS Digital Can offer business support, fundingand being connected to partners. Data Access Request Service (DARS) can help researchers develop new

treatments and services.Costs listed here but between £1000and £10000.

* NHS Digital Developer Hub provides information and tools to help developers create software for health and social care. Currently 89 API’s in catalogue.

e NHSE's Data for R&D programme is investing £200min Secure Data Environment and other capabilities to enablethe NHS to make life-saving linked data more
securelyand quickly accessibleto researchers, while offering the highest levels of privacy.

Advice and Guidance

e Trade Bodies (ABHI and BIVDA) can offer adviceand supportat this stageto companies

* NICE/MHRA Scientific Advice offer meetings with developers to discussspecific scientific issues aboutthe development of a medicinal product.

e Charities and INVOLVE can help support PPl into development

Building Capacity for Real World Evidence Generation

* NIHR MICs aims to build expertiseand capacityinthe NHS to develop and evaluate new medical technologies andinvitro diagnostic tests. Each MIC has a
different focus and is hosted by a different NHS trust.

* Innovate UK Edge offer growth and support for established innovative SMEs, including Scale Up Programme, Sourcing Funding, and Entering New Ma rkets

* Biomedical Research Centres across England work together with NHS Trustto deliver impactful research with local, national and global patient benefit.

Regulation

e AppliedR rch Coll ions undertakeresearch onvarious themes that drive progress in national priority areas.
Step 7 — Extended Non-Financial Support and Local Innovation Infrastructure
( )

(The AHSN network have skills to help generate a rich pipeline of demonstrably
useful, evidence-based innovations and supportadoption and spread of proven
evidence-based innovations across England. The AHSN canalsosupport
innovation thatneed to demonstrate their environmental impact and net zero
\commitment.

There are various accelerator programs thatcan helpinnovators

acceleratewithin Health Tech and Digital Health.
Accelerator Program y

§
( I
A 12-month programme for digital health companies thathave

AcademicHealth Science Netwo@ .

roducts or services with high potential to meet NHS andsocial care - - - - -
Ehallen es Organised via AﬁSl\Fl)s Digital Health London (" The Catapult Network provide businesses with access to their expertise and )
\_ ges.Lre ! Y, facilities, enabling them to test, demonstrate and improve their ideas. This o
. . e includes accesstoinfrastructure, tailored SME support, collaboration and
The NHS Innovation Accelerator supports exceptional individuals to L partnerships NIHR CRN)

scale promisinginnovations across England’s NHS for greater patient

e P NES nmeEkien Acelemier (" The CRN is comprised of 15 Local Clinical Research Networks and 30 Specialties
\ J who coordinateand supportthe delivery of high-quality research both by
\_ geography and therapy area.

NIHR Med Tech and IVD co-operatives

( The Digital North accelerator programme is a collaborative enterprise )

(" The NIHR Med-tech and In vitro diagnostics Co-operatives (MICs) can help you to
develop new medical technologies and provide evidence on commercially-
Digital North) (_ suppliedinvitrodiagnostic (VD) tests. accelerators.

established by the four northern AHSNs. It aims to supportregional
digital health technology firms in adoptingand spreading proven
\ innovations within the healthcaresystem.

Commissioning &
Adoption

Best Practice and Tips

Academic Health Science Networks:

Imperial College Health Partners ( Greater
London)

Wessex AHSN (Hampshire, Dorset, Isle of
Wight)

South West AHSN (Cornwall, Devon, Somerset)
Kent, Surrey and Sussex (East Sussex, Surrey,
Kent)

Health Innovation Network (Greater London)
West England (Gloucestershire, Wiltshire)
East Midlands (Leicestershire, Rutland,
Warwickshire, Northamptonshire, Nottingham,
Lincolnshire)

UCL Partners (Hertfordshire, Bedfordshire,
Essex)

Oxford (Buckinghamshire, Oxfordshire,
Berkshire)

Eastern (Norfolk, Suffolk, Cambridgeshire)
West Midlands (Herefordshire, West Midlands
Worcestershire, Shropshire)

Health Innovation Manchester (Greater
Manchester)

Yorkshire and Humber (North Yorkshire, East
Riding of Yorkshire, West Yorkshire)

North West Coast (Lancashire, Merseyside,
Cheshire)

North East and North Cumbria
(Northumberland, Tyne and Wear, Durham,
Cumbiria)

More details on Non-Financial and
Regional support Accelerators
programmes can be foundin Appendix

s PN



https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/clinical-entrepreneur-programme/
https://digital.nhs.uk/data
https://digital.nhs.uk/services/data-access-request-service-dars/data-access-request-service-dars-charges
https://digital.nhs.uk/developer
https://transform.england.nhs.uk/key-tools-and-info/data-saves-lives/accessing-data-for-research-and-analysis/work-in-progress/
https://www.abhi.org.uk/
https://www.bivda.org.uk/
https://cypmedtech.nihr.ac.uk/nihr-mics/
https://www.innovateukedge.ukri.org/
https://www.nihr.ac.uk/explore-nihr/support/experimental-medicine.htm
https://www.nihr.ac.uk/explore-nihr/support/collaborating-in-applied-health-research.htm
https://imperialcollegehealthpartners.com/
https://wessexahsn.org.uk/digital-resources-hub
https://swahsn.com/
https://kssahsn.net/
https://healthinnovationnetwork.com/
https://www.weahsn.net/
https://emahsn.org.uk/
https://uclpartners.com/
https://www.oxfordahsn.org/
https://www.easternahsn.org/
https://wmahsn.org/
https://healthinnovationmanchester.com/
https://www.yhahsn.org.uk/
https://www.innovationagencynwc.nhs.uk/
https://ahsn-nenc.org.uk/
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Step 8 — Financial Support — Securing Seed Funding

* Innovators in the early stages of a start-ups face high-cost and low-revenue, which leads them to seek outside investors for capital, which is
usually needed to demonstrate proof of the concept and develop a prototype. Pre-seed is a colloquial term for the earliest stage of the
fundraising process.

* The pre-seed round is nuanced, and over time the lines have blurred on precisely what level of business is in this stage. Essentially it depends on
the market, business model, and investor preferences. However, as the name implies, pre-seed signals an incubatory point in the start-up
lifecycle. Typically, itis one where there is some exploration of a potential solution to a problem. At the pre-seed stage, the founders identified a
market gap; however, the solution is still being formed and validated.

* Pre-seed options tends to be friends and family, Public/Third Sector, or Private Investment or Self-Funded.

Friends and Family Private Sector Public/Third Sector Public/Third Sector

o Small business loans For extensive listof Top * government Start-up * NIHR

. Friends and Family 5 Health CareStart-up Loan/British Business Bank * UKRI Funding

*  Angel Investors Investors in United Kingdom, * SBRI Healthcare(Phase1) *  Knowledge Transfer Networks

+  Crowdfunding use this link. + CharitableGrants * Local Enterprise Partnerships Growth Hub

. Company Self Funded * Q-Exchange — Health Foundation

* Seed funding is a form of securities offering in which an investor invests capital in a start-up company in exchange for an equity
stake or convertible note stake in the company and pays for product development and further market research.

* Public/Third sector options are available, typically without the equity stake.

» Seed funding is generally used to develop a business idea to the point that it can be presented effectively to venture capital firms or larger
companies that have large amounts of money to invest.

Venture Capitalist:

Many companies look to secure venture capitalist funding to expand research activities. In the UK:

* 60 different VC organisations have been identified that serve UK Life Sciences businesses

* More than one third of these (21) are entirely or predominantly focussed on supporting Life Science businesses and most organisations
* identified have Life Sciences as a considerable focus

* VC firms identified cover all stages of investment from pre-seed to post-IPO and provide support from £10k - £100m+

To doList Outputs

Ensure your value proposition and business plan align with the « Secure Pre-seed funding (Typically 50k
funding mandate of your pre-seed funding source. to 250k)

/ ~ hccelerated | HeaUth Creation Evidence Regulation
— Access Technology
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General Information

* The seed funding stage
requires the company to
presentthe developed MVP,
whereas the pre-seed funded
firm seeks funds to complete
the prototype ofthe product,
build the team, and more.

* The typicalamountvaries, but
typical pre-seeding amountis
between 25k and 250k.

* The timeline targetis 2-9
months.

Funding opportunity news:

* Wessex AHSN

* Knowledge Transfer Network
* Innovate UK

* UK Research and Innovation

Links Venture Capital firms in the
Life Sciences field:

* Top 50 Biotech VC funds

» Life Sciences VCs in UK

* Develop an initial and plausible revenue strategy « Secure funding across Series A; Series
* Develop a Minimum Viable Product (MVP) 5 Seres © annel Safes [ /\
* Develop a pitch deck or a business proposal ﬂ


https://wessexahsn.org.uk/projects/132/funding-support-service
https://ktn-uk.org/opportunities/
https://www.gov.uk/apply-funding-innovation
https://www.ukri.org/apply-for-funding/
https://shizune.co/investors/biotech-vc-funds
https://www.science-entrepreneur.com/blog-1/life-sciences-and-biotech-venture-capitals-in-uk
https://shizune.co/investors/health-care-investors-united-kingdom
https://www.gov.uk/apply-start-up-loan
https://www.gov.uk/apply-start-up-loan
https://www.startuploans.co.uk/?_ga=2.51363881.1446998317.1644233425-403927524.1644233425
https://sbrihealthcare.co.uk/
https://q.health.org.uk/get-involved/q-exchange/
https://www.nihr.ac.uk/
https://www.ukri.org/opportunity/
https://ktn-uk.org/
https://www.lepnetwork.net/local-growth-hub-contacts/
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Step 9 — Prototyping and Pre-clinical Testing

the technology. Products have to meet the standards seen below.

The development of product prototypes is an iterative process with multiple versions
often tested and refined until a final product is developed to progress to the market.
This stage typically might involve small scale user testing or evaluation, depending on

Evidence

Minimum :
—_— Viable | _Prototyping |

Product O

| Review |

Implement Quality Refine &
Management I: m:
System (QMS) SEate

Regulators require that a formal methodology (i.e. Design Control)
be applied to the conduct of medical device design &
development. EU and US processes are very much aligned
(Section 7.3 of ISO 13485 2016; FDA 21 CFR 820.30)

To doList Outputs

Validating
Prototype

Finished

Product

Products then need to be validated to
ensure they are accurate againstan
external dataset and/or through pre-
clinical validation using animal models
or otherwise.

Research Considerations at this

stage include:

*  Ergonomics / ease of use

*  Meeting all essential safety
& performance requirements
(Next Slide)

* ‘In-house’ versus contracted,
external GLP-testing?

* Scalable
processes/considerations for
‘clinical” manufacture?

*  ‘De-bugging’; iterative user
& operator enhancements?

* Check DTAC guidance * Minimum Viable Product

* Medical Technology and Diagnostic Standards and
Technical Reports

Regulation

Commissioning &
Adoption

Best Practice and Tips

Developers of products have to ensure the they
meet the regulations.

The key standards arenot mandatory, but if you
followthe standards you can demonstrate you meet
the regulations.

Medical Technology and Diagnostic Standards and
Technical Reports

The Regulation on Medical Devices 2017/745
The Regulationon|In Vitro Diagnostic Medical Devices

2017/746
1SO 13485:2016: Medical devices — Quality

management systems — Requirements for regulatory
purposes

1S0O 14971:2019: Medical devices — Application of risk
management to medical devices

1SO 14155:2020: Clinicalinvestigation of medical
devices forhuman subjects — Good clinical practice
150 10993-1:2018: Medical Devices—Biological
Evaluation of Medical Devices Part 1: Evaluationand
Testingwithin a Risk Management Process

1S0 15223-1:2021: Medicaldevices — Symbolsto be
used with informationto be supplied bythe
manufacturer — Part 1: General requirements

1SO 20417:2021: Medical devices — Informationto be
supplied bythe manufacturer

ISO/TR 20416:2020: Medical devices — Post-market
surveillance for manufacturers (Technical Re port)

Products with a Digital Component

NHSE have published a Digital Technology Assessment
Criteria (DTAC). Fordevelopers, it sets out what is

expected forentryintothe NHS and social care
Compliance with the Data Protection Act

technologies

The EU’s General Data Protection Regulation

A


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0745-20200424
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20170505
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20170505
https://www.iso.org/standard/59752.html
https://www.iso.org/standard/72704.html
https://www.iso.org/standard/71690.html
https://www.iso.org/standard/68936.html
https://www.iso.org/standard/77326.html
https://www.iso.org/standard/67943.html
https://www.iso.org/standard/67942.html
https://www.nhsx.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/
https://www.nhsx.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/
https://www.gov.uk/data-protection
https://www.nice.org.uk/about/what-we-do/our-programmes/evidence-standards-framework-for-digital-health-technologies
https://www.nice.org.uk/about/what-we-do/our-programmes/evidence-standards-framework-for-digital-health-technologies
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Step 10 — Manufacturing and Distribution
Manufacturing. The manufacture of a ‘clinical prototype’ for clinical trials and beyond needs to be considered and can be achievedin
different ways. Usually, key aspects include agreeing which organisation shall be the legal ‘Device Manufacturer’ responsible for the
design, manufacture, packaging and labelling of a product, manufacturing costs, and ensuring the provision of technical
documentation to legal manufacturer or its appointed delegate. The reality is that the prototyping to production process is fluid and
looks slightly different for everyone—there is no tried-and-true formula for getting your unique product through the production line.

Evidence Regulation

o [evelopment ]

Best Practice and Tips

Key tips:

* Early Scientific advise on manufacturing and
distribution process- the medical technology
industry is dominated by large number of subject
matter experts. Access to early scientific advice
on both subject matter could support starts-

[ Raw ] Fuel & ] up/innovators on adopting best practices of
Materials E|ECtrICItV T clinical trials for medical device manufacturers.
— SIS S ) 3 Plan Manufacturing Early in the Design and
. . . L]
e Packaging Domes.tlc/Internatmnal Development Process- the medical device
Trials/Markets

manufacturing method must be considered early
on in the ‘creation’ phase of the MedTech
Pathway. Early consideration of the basic

t

GMP/ISO
SR
~——
)

Marketing

Materials

Consider Industry product or digital solution requirements would
Strategic Partners for be reduced on the iterative processes during the
Marketing and manufacturing and distribution of the medical
( h Distribution iR,
Outsourcing — Capital Expenditure: (& J * Understand Cost Targets and Target Market- a
Opportunities Buildings ( D\ poor understanding of product cost targets and
~ 7| - ~ Third-party logistic price sensitivity within the target markets can be
e 2 i . . .
Contract Capital Expenditure: providers (3PLs) detrimental to the sucFess of a medical device.
f i ] - Early market research is recommended to
Manufacturing Machinery & Equipment S ) ) :
_ Organisations CMOs) )| J understand the landscape with competitor
P e \ products/ solutions and to gauge competitive
OEM Supply a Payroll, benefits, pricing.
Agreements L employment ) e Select the Right Manufacturing Partner - when it
\ comes to medical devices, a good manufacturing
. partner will offer more than just technical
Todolist OUtpUtS expertise. The right manufacturing partner

Distribution Innovators also have to consider the methods by which manufactured
medical devices or diagnostics are distributed to customer sites. Distribution will
depend on the technology and its supply chain requirements, company, and stagein
development. We are including this here as itis usually considered at the stage of

should work within a quality management
system, have established processes, and
understand the critical requirements for
manufacturing similar products with similar
processes, both in small batches and full-scale

Key Considerations:

* The production quantity
* Product tolerances

* The ideal end timeline

manufacturer. . ;
. ) . : * Your total manufacturing budget production.
Carbon footprint — Innovators need to evaluate their own supply chain, manufacturing g g
location, distribution channels and disposal options to ensure they reduce their /ﬂ\

organisation’s carbon emissions.
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Step 11 — Market Access Strategy Best Practice and Tips

Market Access is a broad term that is used to describe activities and processes that diagnostics and biotech companies undertake to
secure a reimbursed price, which reflects the product’s value for the broadest possible patient population within the shortest feasible
time-frame. The below schematic outlines some of the key activities in developing a robust market access strategy, but this will vary
depending on the product.

Organisations that can help develop
health economic models

The AAC has worked with arrange of
evaluation partners before who have
supported many of its Al Awardees

Development of Market Access with developing evidence required by
Strategy NICE for adoption and spread of
| medical devices into the NHS.
Marketing Activities Pricing Activities Launch Strategy The group of experienced health
f . . ) f . ) f Engagement with key ) technology evaluators include:
| Competitor Analysis | | Develop Busm(.ess Model Type | | e ) el Ui sl e et (EATRE;
( \ ( ) f . ) NENC AHSN; London South Bank
i isati i i Engagement with AMRC ¢
\ Analysing Organisational Readiness ] | Clear Reimbursement Landscape | | gag ) University; The Strategy Unit; Unity
' ‘ ( : ) ( " ) Insights (spin-out of KSS AHSN) and
Price Product Sales force needs and Training ' :
L S G LS R ) L e lro - J < < University of Surrey; Swansea
( ) f ' ) ( . . : ) University; University of York;
Health Economic Models Patient Facing Materials ’ ’
L Governmentengagement ) L ; J . J Cambridge Centre for Health Services
( i f ) o Research; MedCity Diagnostics
i i inali i Timing and Scope of Launch ] !
| Social MediaPlan | I Finalise Value Dossier ] [ g Y Growth Hub; UCL; Hardian Health;
( i — ) University of Edinburgh; University of
| Coalition with end-targetusers | Sheffield.
Gain Support from Medical Societies Market Access
> < Strategy and Product
Understand Physician Behaviour Launch



https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/ai-award/
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Step 12 — Notification of MHRA

Process for non-UKCA/CE UKNI marked medical devices. Manufacturers must notify the

Regulation

If possible, please provide
the MHRA with advanced notice of your

MHRA via the Integrated Research Application System (IRAS), and must Complete the Clinical
Investigation Application form on IRAS and upload the relevant supporting documents onto
IRAS.

Notification of MHRA
and documentation
submission

HRA Research Ethics
Service appointed
ethics committee

approval

Yes

MHRA
Objection

Manufacturer may re-submit an application for a proposed
clinical investigation, provided the reason(s) for refusal of the
original submission are addressed.

Role of local Research Ethics Committee:

The role of a Research Ethics Committee (often referred to as REC) is to
ensure that the dignity, rights, safety and well-being of research
participants are preserved. Before a study can commence, ethical
approval by an NHS-Trust and sometimes a Higher Education Institution
(HEI) is required to confirm the Trust/ HEI can support the delivery of the
study and that the research will be carried out safely, in line with
appropriate policies and procedures.

intention to submit a clinical
investigation by

emailing devices.regulatory@mbhra.gov.
uk with some basic details about the
investigational device, the intended
population, the type of study, and
estimated application date. Please
provide as much notice as possible. An
advanced notice is helpful to the MHRA,
however is not a substitute for the
formal clinical investigation notification.

Coordinated assessment pathway process

The MHRA is working with the Health Research Authority (HRA) to
develop a new coordinated assessment pathway which will
streamline the review of clinical investigations involving medical
devices.

During this phase of testing the MHRA Medical Devices review, and
the Research Ethics Committee (REC) review are being completed in
parallel and information will be shared. If you would like more
information on the pathway, please read the guidance.

Sponsorship:

The sponsor of a research study is the organisation responsible for
the research. A sponsor can be anindividual, organisation or group
taking legal responsibility for the arrangements to initiate, manage,
monitor and report on a study. An NHS Trust, HEI, a charity or a
commercial organisation usually takes on the sponsor role.

Commissioning &
Adoption

Best Practice and Tips
MHRA guidance

Follow the guidance on
compilinga

submission (PDF, 211 KB, 16
pages) and guidance for
manufacturers when
preparing your notification
application.

Applications are submitted
electronically using

the Integrated Research
Application System (IRAS)
See information forclinical
investigators (PDF, 133 KB, 10
pages) forwhatis required by
cliniciansinvolvedinthe
investigation.

Check the information on
the biological safety
assessment (PDF, 144 KB, 7
pages) forthe scientificdata
you must submit.

Check statistical
considerations (PDF, 163

KB, 14 pages) for presenting
statistical information for
your clinical investigation.
Check guidance on applying
human factors and usability
engineering to medical
devicesincluding drug-device
combination products.

See the guidance on UKCA

markings. /ﬂ\



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989414/Guidance_for_mfrs_-_compiling_a_submission_to_MHRA_-_May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989414/Guidance_for_mfrs_-_compiling_a_submission_to_MHRA_-_May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989414/Guidance_for_mfrs_-_compiling_a_submission_to_MHRA_-_May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/946024/Guidance_for_mfrs_on_clinical_investigations_Dec2020.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/946024/Guidance_for_mfrs_on_clinical_investigations_Dec2020.pdf
https://www.myresearchproject.org.uk/Signin.aspx
https://www.myresearchproject.org.uk/Signin.aspx
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989421/Information_for_clinical_investigators_-_May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989421/Information_for_clinical_investigators_-_May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989413/Biological_Safety_Assesment.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989413/Biological_Safety_Assesment.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989415/Statistical_considerations_clinical_investigations_-_May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989415/Statistical_considerations_clinical_investigations_-_May_2021.pdf
https://www.gov.uk/government/publications/guidance-on-applying-human-factors-to-medical-devices
https://www.gov.uk/government/publications/guidance-on-applying-human-factors-to-medical-devices
https://www.gov.uk/government/publications/guidance-on-applying-human-factors-to-medical-devices
https://www.gov.uk/government/publications/guidance-on-applying-human-factors-to-medical-devices
https://www.gov.uk/government/publications/guidance-on-applying-human-factors-to-medical-devices
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989414/Guidance_for_mfrs_-_compiling_a_submission_to_MHRA_-_May_2021.pdf
mailto:devices.regulatory@mhra.gov.uk
mailto:devices.regulatory@mhra.gov.uk
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1044661/HRA_Pilot_online_guidance_Jan_2022.pdf
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Step 13—Regulatory Approvals for Trials
UKCA Marking
Manufacturers need to demonstrate that their MedTech meets the requirements in the MDR or IVDR by carrying out a conformity

assessment.
The conformity assessment route depends on the classification of the device. List of suitable NBs can be found on the EU Commission’s

‘Nando’ website and is not held by the MHRA since we left the EU.
The ‘Declaration of Conformity’ is a manufacturer responsibility and not issued by the MHRA. This chart can be found in more detail at

MHRA Conformity Assessment Routes Chart . In high level terms, the process follows the below schematic.

Prepare Technical Choose from available Declaration of Apply UKCA mark and
Documentation options of assessment Conformity notified body number

Device

The diagram above describes the general process. There are different conformity assessments for manufacturers to confirm by; these include:
eGeneral medical devices: Part Il of the UK Medical Devices Regulations (MDR)
eActive implantable medical devices: Part Il of the UK MDR 2022

e|n vitro diagnostic medical devices (IVDs): Part IV of UK MDR 2002
Innovators need to demonstrate that their medical device meets the requirements of the UK MDR 2002 by carrying out a conformity assessment.

The assessment routes are explained in depth in Appendix 4; shown below is a summary of the process for conformity assessment, for Class llla
Medical Devices.

Class lla medical devices Annex IV: Every Device/batch verified by a notified body

Commissioning &

Adoption

Best Practice and Tips

(non sterile products only)
Annex VII: Prepare Technical Declaration
—>{ Documentation to Support Annex V: Production quality assurance audit by notified of _
Declaration of Conformity body including QMS (excluding design) Conformity

Annex VI: Inspection quality assurance (non-sterile
| products only). Audit by notified body including QMS
(excluding design and manufacture)

Annex Il: Full Quality
Assurance Audit by a
notified body including
aMs

| Choose from 3 Options |

Apply CE
mark and
notified
body
number



https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
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Step 14—-Health Technology Assessment Best Practice and Tips
NICE guidance ( )
* MTFM assess Medical Technology Guidance
»| NICE Guidance Programmes: Final Guidance (MTG) pu'bl|sh.ed fromthe MTE,P and
« Medical Technology Diagnostic Guidance (DG) published from the
: DAP
( Company self ) R’ﬁ:;;'on Programme . I:rfhbr;o;lcj)gies that meetthe current criteria
nominates ~ =) ) .pported by the MTFM policy :
q J * Diagnostics Assessment » Application for MTFM supportis not required.
¢ Programme (DAP) Assessments are carried out as part of an
4 NICE Topic A * Interventional Procedures T T Public ongoing collaboration between the AACand
Selection > Programme (IPP) Guidelines Consultation e
ST * Early Value Assessment * NICEassesses the majority of health
\_ Oversight Panel Y Programme (EVA) technologiesinthe UK however, some
'T technologies route via UK National Screening
Programme or Genomics England
Technology Class ! * Scottish Health Technologies Group and
Proposed by » Other Technology Appraisal Health Technology Wales also do health
Clinical programmes (TA) technology assessments for Scotland and
Stakeholders Walesrespectively
o For the Guidance programmes there are a range
,.| NICE Guidelines Programme of recommendations:
o RecommendedforUse
o Recommendedforuse inspecific
circumstances
o Recommendation for specificcircumstances &
To do List Outputs furtherevidence
* Engage with NICE Office for Market Access to * Final guidance on your technology individually or as ° (F:{;er:?er?(;nendatlonforuse inaresearch
understand the most appropriate guidance route part of a Technology Class published on NICE website o RecsmEnien e i asieien 1
* Engage with NICE Topic Intelligence team for advice supported
on evidence support
* Prepare documentation necessary for your submission * 75% offforsmaller companies NICE charging

A


https://www.nice.org.uk/guidance
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-technology-appraisal-guidance/charging
https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-technology-appraisal-guidance
https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-medical-technologies-evaluation-programme
https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-diagnostics-guidance
https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-guidelines
https://www.nice.org.uk/process/pmg37/chapter/the-topic-selection-oversight-panel
https://www.nice.org.uk/process/pmg37/chapter/the-topic-selection-oversight-panel
https://www.nice.org.uk/process/pmg37/chapter/the-topic-selection-oversight-panel
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Step 15—Running Clinical Trials

Running pilot clinical trials:
* A pilot study is defined as “A small-scale test of the methods and procedures to be used on a larger scale”. The purpose of a pilot study is to increase the likelihood of a successful
future larger study randomised control trial (RCT) by exploring the efficiency, internal validity and fundamentally, the delivery of proposed trials.

Adoption

* The goal of pilot work is not to test hypotheses about the effects of anintervention, but rather, to assess the feasibility of an approach to be used in a largerscale study. Thus, in a
pilot study you are not answering the question “Does this intervention work?” Instead you are gathering information to help you answer “Can | do this?”.

* |n addition to providing important feasibility data as described above, pilot studies also provide an opportunity for study teams to develop good clinical practices to enhance the rigor
and reproducibility of their research. This includes the development of documentation and informed consent procedures, data collection tools, regulatory reporting procedures, and
monitoring procedures.

Product Socialisation Innovators will often be

Manufacturers must conduct a specifically designed clinical investigation in order to data generate workingvery closely withas many clinical
leaders as possibletoinform and promote

data that can be used to demonstrate compliance for the required regulations. Advice for o
) i their trialsas a preludeto market launch
Manufacturers is available from the MHRA. |

Data Data i i
identification Subject ontrolle Analysis e Dedwc:
of Principle ub) Randomisation Y Management Ready for
: Recruitment and and Data Regulatory
Investigator o
C0"9Ct|0n Reporting ) ( Management Submission
Support for clinical Trials:
Several organisationsareavailableto help conduct clinical trials for medical devices and diagnostics.

A one stop shop for support, information and

NHS Digitrials NHS DigiTrials offers data services to supportclinical trials. ]jjg_MuLu;a_ggn_cy guidanceon the regulation and evaluation of Al
Advice Service (MAAS) technologies (due Summer 2022)

2N

Clinically
Tested
Innovation

Innovation
ready for
trials

Identification of
Sponsor/ legal
representative

NIHR has the infrastructureand expertiseto supportearlystage
NIHR (NOCRI) research and development, andto identify healthand care
provider and patient needs

The Medtech Early Technical Assessment
(META) Tool supports and informs a face to face

. CRO Partnership) for the completion of the clinical testing of discussion toidentify the gaps inyour product’s
Contract Research Organisations . . . .
(CROS) MedTech products will ensurethat the process is completed to development and evidence generation plans.
a standard sufficientto meet regulatory requirements
NICE offers a fee-based consultancy serviceto
S . . MICs actas a centre of expertise and can supportthe S . developers of MedTech, and can provide
. development and evaluation of MedTech productsina clinical detailed feedback on clinical, economic
setting development and evidence generation plans /ﬂ\



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989420/Guidance_for_mfrs_on_clinical_investigations-May_2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/989420/Guidance_for_mfrs_on_clinical_investigations-May_2021.pdf
https://www.nihr.ac.uk/about-us/who-we-are/our-governance.htm
https://www.nice.org.uk/about/what-we-do/life-sciences/scientific-advice
https://cypmedtech.nihr.ac.uk/nihr-mics/
https://cypmedtech.nihr.ac.uk/nihr-mics/
https://www.nhsx.nhs.uk/ai-lab/ai-lab-programmes/regulating-the-ai-ecosystem/the-multi-agency-advice-service-maas/
https://www.nhsx.nhs.uk/ai-lab/ai-lab-programmes/regulating-the-ai-ecosystem/the-multi-agency-advice-service-maas/
https://meta.nice.org.uk/
https://digital.nhs.uk/services/nhs-digitrials
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Step 16 - Real World Evidence for commissioning
Real-world data are the data relating to patient health status and/or the delivery of health care routinely collected from a

variety of sources.

Real-world evidence is the clinical evidence regarding the usage and potential benefits or risks of a medical product derived
from analysis of RWD. RWE can be generated by different study designs or analyses, including but not limited to, randomized
trials, including large simple trials, pragmatic trials, and observational studies (prospective and/or retrospective).

Real-world data (RWD) and real-world evidence (RWE) are playing anincreasing role in health care decisions.

NICE Evidence Framework for Real-World-Evidence:
NICE have developed the real-world evidence framework to help deliver the organisation's ambition to:

Identifying when real-world evidence framework can be used to reduce uncertainties and improve guidance
Clearly describing best practices for planning, conducting and reporting real-world evidence studies to improve the quality and

transparency of evidence.

The framework aims to improve the quality of real-world evidence to inform NICE guidance. However, the framework does not
set a minimum acceptable standards for the quality of evidence. Users should refer to the relevant NICE manuals for further

information on recommendations (see NICE guidance).

To do List

Identify and work with decision makers and users to
understand what evidence you should generate. You may
need to pay for their time and expertise.

If needed, work with methodologists, trials specialists
and/or statisticians to design your RWE. You may need to
pay for these services.

Ensure you have funding in place to generate your RWE —
you may have this already, or may need to apply for
funding

Ensure you have all the approvals and permissions
necessary to undertake your work before commencing
After generating your RWE, share you outcomes with
users, and thank them for their input where they have
guided your work.

NICE Early Value Assessment Programme (EVA): assess those

technologies that most reflect system need and demand. With
guidance from NICE, and supportfrom research funders and the
NHS, technology developers can use real-world evidence
generation to gather detailed evidence within alive environment.
This enables rapid assessment of digital products, devices and
diagnostics for clinical effectiveness and value for money.

Outputs

* Clearand methodologically sound evidence of the
impact of intervention on all users and chosen
clinical pathway.

Regulation

Commissioning &
Adoption

Best Practice and Tips

Considerwhat evidence will be needed by the
people who make decisions to use your
technology and those who make purchasing
decisions —these are not always the same
people.

Speaktothe people who will potentially use
yourtechnology —patient orservice userinput
isvital,and anyone else who may use or
interact with yourtechnology, including anyone
who might be involvedinintegratingyour
technology with data systems. What is
important tothem? Make sure the evidence
you generate captures yourusers needs and
experiences, as this can help with how well
users acceptyour productand can also help you
improve your product.

Whereina clinical pathway does your
technology fit? Your RWE should explore the
effects of yourintervention both upstreamand
downstream of your technology.

Evidence generation can take longerthanyou
expectand can be costly: ensure you have
enough time and resource todoit properly and
find expert guidanceto help you design your
RWE.

Make sure you capture qualitative as well as
guantitative evidence during your RWE.

A


https://www.nice.org.uk/corporate/ecd9/chapter/introduction-to-real-world-evidence-in-nice-decision-making
https://www.nice.org.uk/about/what-we-do/eva-for-medtech
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The vast majority of medical devices and diagnostics are
locally commissioned. The below schematic diagram
shows anidealised pathway forlocal commissioning.

Step 17 — Local and National Commissioning

Local Commissioning:

Locally
Commissioned

Market Device No

Provider
Procurement (&
decommissioning if
necessary)

National Commissioning:

{

Development Evidence Regulation

Best Practice and Tips

The reimbursement route for a device or diagnostic depends on who is the commissioner / provider of services for that target patient population. This

may be done at national, regional or organisational level depending on the product; itis important to note that there is no funding direction

associated with a NICE evaluation. Some devices associated with specialised services are reimbursed by NHS England at a national level with a funding

mandate for specialised commissioners. This diagram outlines the pathway for national commissioning.

Refer to the NHS England
website and follow the
correct process for your
device.

Things you may want to
consider when thinking
about commissioning:

Understanding what
services their device is used
in (cardiology physiology /
primary care / diagnostic
centres)

How is that activity
commissioned?

How is that activity
identified? (ICD10/OPCS/H
RG coded in datasets?)

What difference that
technology makesto a
patient's pathway — how is
that measured?

A
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Step 17 continued — Local and National Commissioning Best Practice and Tips

e Refer to the NHS

N . Decision Phase: cost neutral/saving service developments England website and
i) Clinical Build Phase follow the correct

process for your
device.

* Things you may want
to consider when
thinking about
commissioning:

* Understanding what
services their device is
used in (cardiology
physiology / primary
care / diagnostic
centres)

* How is that activity
commissioned?

* How is that activity
identified? (ICD10/OPC
S/HRG coded in

* What difference that
\4
technology makes to a

datasets?)
Policy is patient's pathway —

. . . how is that measured?
Proposals that are not approved are re-considered up to three times implemented

ii) Impact Analysis Stage Decision Phase: service developments that require resource

A
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Step 18- Export and Import Support Best Practice and Tips
There is additional support for UK healthcare providers and companies to do more business overseas, and to help overseas * ABHI Guidance for Medical Device Advertising.
companies do business in the UK. This caninclude promoting the UK healthcare sector to overseas markets and supporting * ABHI US Accelerator
healthcare partnerships between the UK and overseas healthcare providers. * Association of British HealthTech Industries
(ABHI): enquiries@abhi.org.uk
___ Healthcare UK (DIT) b * British In Vitro Diagnostics Association
(BIVDA): enquiries@bivda.org.uk
Mar!(et o R > Great-er Worldwide * Proprietary Association of Great Britain
Device Patient Uptake (PAGB): regulatory@pagb.co.uk

* The British Healthcare Trades Association
(BHTA): info@bhta.com
* UK Responsible Persons Association

— ABHI UK Healthcare Pavilion =

— UK Export Finance i (UKRPA): enquiries@ukrp-association.org
* The Department of Trade: Build Back Better:
— Trade Bodies Our Export Plan

* Government Export Support Team

Exporting to the EU — Updated Advice

The UKCA marking is not recognised on the EU market. To place a device on the EU market you must adhere to the relevant Example 1: ABHI US Accelerator

EU legislation and affix a CE mark to demonstrate compliance. If you use a UK-based Notified Body to conduct any The ABHI US Accelerator is a platformfor companies looking

mandatory third-party conformity assessment for your device, the following will apply: to upscaletheir US business.

* if your device was placed on the EU market before 1 January 2021, in accordance with the terms of the Withdrawal Designed specifically to enable medical device,
Agreement, it may remain on the EU market diagnostic and digital health companies flourish, the 12-

month programme of supportprovides companies with
the opportunity to define and strengthen their US strategy,
de-risk market entry and grow their US business by utilising

» from 1 January 2021, you are not able to place a device on the EU market unless it has been assessed by an EU-
recognised Notified Body

* Great Britain-based Authorised Representatives are no longer recognised in the EU. This means that they are not able to ABHI’s advice, expertise and connections within the US.
carry out tasks on the manufacturer’s behalf for the purposes of placing devices on the EU market.

 If you are a manufacturer based in Great Britain or another country outside the EU, you must appoint an Authorised S Example 2: UK Export Finance
Representative based in the EU or Northern Ireland if you wish to supply devices to the EU market. You must ensure that UK Export Finance’s mission Is to ensure no viab

your device meets EU labelling requirements in order to place it on the EU market. Both the CE marking export fails for lack of finance or insurance from the
private sector. They were was awarded the Healthcare

and UKCA marking can be placed on a product so long as neither impedes the visibility of the other and both marking Export Finance Deal of the Year: £130 million for six new
requirements are met. Devices placed on the Northern Ireland market must meet EU labelling requirements. hospitals in Cote D’ Ivoire, reaching a combined

* Expansion of medical device/ digital technology in UK market/ or internationally
* International trade mission with Department of Trade/ BEIS to showcase medical/digital technology to overseas buyers



https://www.abhi.org.uk/resource-hub/file/12753
https://www.abhi.org.uk/international/abhi-us-accelerator/
mailto:enquiries@abhi.org.uk
mailto:enquiries@bivda.org.uk
mailto:regulatory@pagb.co.uk
mailto:info@bhta.com
mailto:enquiries@ukrp-association.org
../Draft%20Papers/Build%20Back%20Better:%20Our%20Export%20Plan
../Draft%20Papers/Build%20Back%20Better:%20Our%20Export%20Plan
https://www.gov.uk/ask-export-support-team
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.tagmydeals.com%2FDeals%2FDealData%2F13840%3Ftitle%3DMoF-Ivory-Coast-Six-Hospitals-Project-UKEF-Covered-Loan&data=05|01|Emily.Igilima%40ukexportfinance.gov.uk|a371cd2e6ef94a12f99b08da488d5c15|8084138e9400409ea6da46b5281e0b0a|0|0|637902069213393575|Unknown|TWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D|3000|||&sdata=NO2lKbiSsL0%2F9zoULYLVx75KYijKZt9VbD0FIBczx9U%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.tagmydeals.com%2FDeals%2FDealData%2F13840%3Ftitle%3DMoF-Ivory-Coast-Six-Hospitals-Project-UKEF-Covered-Loan&data=05|01|Emily.Igilima%40ukexportfinance.gov.uk|a371cd2e6ef94a12f99b08da488d5c15|8084138e9400409ea6da46b5281e0b0a|0|0|637902069213393575|Unknown|TWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D|3000|||&sdata=NO2lKbiSsL0%2F9zoULYLVx75KYijKZt9VbD0FIBczx9U%3D&reserved=0
https://www.gov.uk/government/organisations/healthcare-uk
https://www.abhi.org.uk/international/uk-healthcare-pavilion/
https://www.gov.uk/government/organisations/uk-export-finance
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Step 19 — Procurement Routes

There are five main routes to market for companies interested in supplying their MedTech product directly to the NHS; this methods each have different pro’s and
con’s. NHS Supply Chain covers the following elements as a
Market Device Local Procurement Options Preferred route to market:

* WardBased Consumables

e Sterile Intervention and Associated Consumables
* Infection Control and Woundcare
e Orthopaedics, Trauma and Spine, and

Ophthalmology
Contacting Trust i i . I . . ,
it | || WSOt et e 0| s s untchans orgrtor || 01200 Pl e e ehablan,isbled e Womer's
S . a productto be listedinthe NHS Supply Chain P . reemegnts- Health and Associated Consumables
Catalogue, itmustbe procuredthrough a oNHSCongwmerc'aISeI tions * Cardio-vascular, Radiology, Endoscopy, Audiol ogy
Suppliers can search for opportunities on compliant tenderand, if successful, will be listed I L L and Pain Management
Contract with Trust . . . . . ) *NHS North of England Commercial
Contracts Finder and Finda Tender and register on a Framework Agreement under the respective . » Llarge Diagnostic Capital EquipmentIncluding
agreed. on the Supplier Registration Service for Category Managed Service Provider (CMSP). Procurement Collaborative Mobil d Servi
. Government eEast of England NHS Collaborative DollE e SENTICEE
= I Procurement H * Diagnostic, Pathology and Therapy Technologies
Supplier provides | NHS orders market device *NHS London Procurement Partnership and Services
market device to Supplier responds to an opportunity I *NHS Shared Business Services » OfficeSolutions
purchaser | Supplier distributes market device to purchaser g lthTﬂ_'St Eure = . * Food
Supplier provides goods to purchaser | directlyorvia NHS Supply Chain * Crown Commercial Service Supplier * Hotel Services
& * MedTech Funding Mandate
_ e Medical ITwith the proprietary softwareto runin
>[ Market Device On Procurement ]( conjunction with Diagnostics equipment
Framework
[ Additional National Endorsement ](.....................{ Patient Access ]................... Export Support ]<¢> Innovation Service « NHS Supply Chain Catalogue Findyour login links
Support here - 'My Supply Chain' page - NHS Supply Chain
.. . . Organisation
NHS Supply Chain is the Preferred route to NHSE MedTech Funding Mandate policy (MTFM)

https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/ * Frameworks Contracts » NHS Supply Chain
NHS Supply Chain is the mandated route for the NHSE Specialised Services Device Program (SSDP)_https://www.england.nhs.uk/commissioning/spec- * Procurement calendar RLo_c_u_Lemen_t_a_n_d_S_aangg
services/key-docs/medical-devices/ Calendar» NS Sapaly Crain
To Do List Outputs

* Early engagement with NHS supply chain viaInnovation service « Insight of procurement framework and route to market

* Kee_p reeord updated_W|th regulatory process * Understanding of specifics requirements within specifications More details about Procurement Route via NHS

* Registerintereston FindaTender * Trainingand preparation Supply Chain can be foundin Appendix 6

* RespondtoPIN .

N : : : Ongoingsupportand information via Category and SRMteam
* Undertake trainingvideos in preparation for contract notice /\|


https://www.supplychain.nhs.uk/mysupplychain/
https://www.supplychain.nhs.uk/mysupplychain/
https://www.supplychain.nhs.uk/product-information/contract-launch-briefs/
https://www.supplychain.nhs.uk/savings/procurement-and-savings-calendar/
https://www.supplychain.nhs.uk/savings/procurement-and-savings-calendar/
https://www.find-tender.service.gov.uk/Search
https://nhsengland.bravosolution.co.uk/web/login.html
https://nhsengland.bravosolution.co.uk/web/login.html
https://www.gov.uk/contracts-finder
https://www.gov.uk/contracts-finder
https://www.find-tender.service.gov.uk/Search
https://supplierregistration.cabinetoffice.gov.uk/
https://supplierregistration.cabinetoffice.gov.uk/
http://www.commercialsolutions-sec.nhs.uk/
http://www.noecpc.nhs.uk/
http://www.noecpc.nhs.uk/
https://www.eoecph.nhs.uk/
https://www.eoecph.nhs.uk/
http://www.lpp.nhs.uk/
https://www.sbs.nhs.uk/procurement
https://www.healthtrusteurope.com/
https://www.gov.uk/government/publications/become-a-crown-commercial-service-supplier
https://www.supplychain.nhs.uk/suppliers/useful-information/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.england.nhs.uk/commissioning/spec-services/key-docs/medical-devices/
https://www.england.nhs.uk/commissioning/spec-services/key-docs/medical-devices/
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Step 20 - Payor and Commercial Strategy

The NHS payment system for secondary healthcare is called the National Tariff. The tariff is a set of rules, prices and
guidance that governs the payments made by commissioners to secondary healthcare providers for the provision of NHS
services.

While NHS medical services are free at the point of use for the patient, the system is taxpayer funded. The NHS payment
system must support the delivery of more and better health care within the level of funding available.

NHS England is responsible for the direct commissioning of services outside the remit of clinical commissioning groups,
namely primary care, public health, offender health, military and veteran health and specialised services. In addition,
some integrated care boards (ICBs) have fully delegated responsibility for the commissioning and contract management
of primary medical care. More information about NHSE's commissioning role can be found here.

Specialist Services are directly commissioned by NHSE. There are 149 specialist services currently with an annual spend
of £23bn.

How services are commissioned in England is evolving with the creation of Integrated Care Board in Summer 2022. NHSE
publishes regular policy updates.

To do List Outputs
* Understand who the payor for your solution is * Aroute to market strategy that reflects
* Understand what the source of funds is that your customer and payor needs

payor will use to commission your solution
* Understand any timing windows relating to your
solution's commissioning

* Understand the NHS Planning Guidance which directs
the NHS on its priorities

< Creation Development Evidence
Access Technology
\\\Colloborotlve

Regulation

BestPractice and Tips

Build the case for change

To enterinto a commissioning conversation
commissioners will want to know why they should
investin yourtechnology. By investing in your
technology, it removes the opportunity to investin
something else. So a robust case for changeis
needed.

* Keep abreast of any NHS Payment System
changes —the consultation period includes
webinars to help describe the direction of travel

* Read the NHS Planning Guidance which outlines
the priorities for the forthcoming year, how
does yourtechnology help with the challenges?

* Which specialties e.g. urology, haematology
would useyourtechnology? Where are the
capacity challenges in these services? Is the
activity coded by Where can yourtechnology
bring the best benefit. Work with providers to
understand the current activity in their services
and how this will change by implementing your
technology. Commissioners will be keen to
understand howservices How will the
implementor measure performance to monitor
theimprovement?

* Understand anyrisk share options —would your
technology be purchased by one sector but
another sector benefit? Commissioners will
need to ensure that therisk is mitigated.

* Consider producing a business case template
with current adopters that can beshared to
make the process simple.

* Are thereany additional benefits to the
technology? Tackling health inequalities or

helping towards Net Zero challenge? /\



https://www.england.nhs.uk/pay-syst/
https://www.england.nhs.uk/commissioning/primary-care/
https://www.england.nhs.uk/commissioning/spec-services/
https://www.england.nhs.uk/commissioning/how-commissioning-is-changing/
https://www.england.nhs.uk/operational-planning-and-contracting/
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Step 21-Adoptionin a Healthcare Pathway
Innovators and NHS staff also have to be cognizant of the resources needed to physically (or virtually) adopt a new med-tech or diagnosticin an
NHS setting, which includes the important step of staff acceptance.

Installation Integration Adoption

| | Market
Device

Adopted

Role of Innovation Business Partners
The role of an innovation business partner is to align the business objectives of a start-up/ technology company with the key health priorities of an NH-Trust. Several innovation
business partners support start-up/ technology companies entering an NHS Trust; these include the Applied Digital Healthcare team at University Hospital Birmingham, the
Clinical Scientific Computing team at Guy's and St Thomas Hospital, the Innovation team at Royal Free Hospital and Digital Health London.

Role of Academic Health Science Networks (AHSN)

AHSNs connect NHS and academic organisations, local authorities, charities and industry and provide practical support to facilitate change across health and social care
economies, focusing on improving patient outcomes. AHSN is uniquely placed to identify and spread health innovation at pace and scale, driving the adoption and
spread of innovative ideas and technologies across large populations. In addition to national adoption and spread programmes, AHNSs deliver local programmes that
address specific local needs and challenges within their geographies.

To do List Outputs
* Engage with your local AHSN and business partners to enable »  Abusiness case that supports NHS needs and highlights the
alignment benefits and costs of your technology

* Develop your business case approach
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Step 22-Scale-up of proven innovation

Aftersuccessful adoption in afew sites, innovations should then spread across the NHS. Some innovations do spread, going from the marginal and cutting edge to everyday
routine practice. However, many proven innovations and best practice tend to spread slowly and unevenly in the NHS, often leading to unacceptable variations in quality, cost
and patient experience. Scaling and spreading innovation within the NHS, public health and social care is a well-recognised and long standing challenge. Too often promising

innovations remain on the margins, benefiting the lucky few, but leaving the majority with poorer outcomes and experience.

[ Device adopted in one site

All parts of England are now covered by one of 42 Integrated care systems (ICSs). ICSs are partnerships that bring together p roviders and commissioners of NHS services across

]—[ Device adopted in several sites ]—[ Device adopted in many sites ]—[

Standard practice across the NHS

| —

a geographical areawith local authorities and otherlocal partners to collectively plan care services to meet the needs of their population.

Local Adaptability

Methods for spread and scale

Central standardisation

More

details for
Integrated

care

systems

can be

foundin
Appendix 7

Building capacity and Networking, peer learning Piloting and Roll out Coordinating Understanding and communicating Investing and incentivising Governing and assuring
capability and collaboration _e engagement' 5 priorities ((‘ ,)) =
E‘!j 9\. ‘@e ulu J=
Methods or * National development * Networks * Demonstrator sites e Central * National signals/campaigns * Performancerelated funding * Uptake tracking
levers programme e Co-production * Pilotandrollout/ coordination ¢ Productsignal * Flexible commercial deals *  Benchmarking
* Dedicated resource * Patientvoice enablement wave or phases ¢ Competitionand * National mandates e Commercial agreement e Standards
provision e Leadership support crowdsourcing ¢ Local needsidentification * Pricingincentives * Regulation and
* Broad education e Communityof practice ¢ Social franchising * Horizon scanning e Pathwayfunding inspection
* Intervention specific * Collaboratives and licensing * National clinical guidelines * Contractual oversight
capacity building * Honest broker ¢ Commissioning guidelines
Examples NHS Innovation Accelerator, Cancer Improvement Improving access to GIRFT, Solving Early Cancer Diagnosis in Life Innovation Technology Payment, CQC Inspection

Effectiveness

Quality Improvement
fellowships

Sustainable approach
Supports workforce
development

Can influence cultures
Promotes system wide action
Can support ideation
However: Challenges releasing
staff

Impact may be crowded out by
other priorities ifimplemented
alone

Products, SBRIHealthcare

Can be self-sustaining
Supports local adaption
Createsa ‘pull’ for the
intervention

However: Some areas may be
lacking engagement
Networks maynot be enough
alone for intractable
challenges

general practice
AF DemonstratorSite

Programm

Involves funding small
number of NHS sites to
provide understanding of
implementation
challengestogenerate
evidence for spread.
However: Additional
follow-on support may be
requiredto fully achieve
desiredlevel of spread

Together, PINCER, AAC
programmes

Addresses complex,
cross cutting barriers
Can be tailored to
meet local challenges
Leverages diverse
perspectives
However: Other
supporting levers may
be required in
addition

Sciences Vision Missions, MedTech

Large range of methods toreach
different audiences

May not require additional resources
May influence system culture
However: Must be targeted—to
avoid getting lost in system ‘noise’
Clinical and professional consensus
required

Freestyle Libre, Inclisiran

Substantialimpact

Can be implemented rapidly

Can be cost-effective

However: May not be sustainable
May favour organisations which are
already high-performing

Resource implications can be
significant

frameworks, ModelHealth
System

Clarity onrequirements
Encourages peerleaming
Provideslocal intelligence
However: Unpopular
Doesn’tchange culture
Perverse incentives



https://www.innovationunit.org/wp-content/uploads/Against-the-Odds-Innovation-Unit-Health-Foundation.pdf
https://nhsaccelerator.com/
https://www.england.nhs.uk/cancer/quarterly-report-overviews/q4-2021-q1-2122/experience-of-care-improvement-collaboratives/
https://www.england.nhs.uk/cancer/quarterly-report-overviews/q4-2021-q1-2122/experience-of-care-improvement-collaboratives/
https://www.england.nhs.uk/aac/what-we-do/introducing-revolutionary-medicines-to-the-nhs/rapid-uptake-products/
https://www.england.nhs.uk/aac/what-we-do/introducing-revolutionary-medicines-to-the-nhs/rapid-uptake-products/
https://sbrihealthcare.co.uk/
https://www.england.nhs.uk/gp/improving-access/gp-access-fund/wave-one/
https://www.england.nhs.uk/gp/improving-access/gp-access-fund/wave-one/
https://www.england.nhs.uk/ourwork/clinical-policy/cvd/af-demonstrator-site-programme/
https://www.england.nhs.uk/ourwork/clinical-policy/cvd/af-demonstrator-site-programme/
https://www.gettingitrightfirsttime.co.uk/
https://www.health.org.uk/improvement-projects/scale-up-replication-and-licensing-of-the-pincer-intervention
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.england.nhs.uk/applications/model-hospital/
https://www.england.nhs.uk/applications/model-hospital/
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Step 23— National EndorsementRoutes
There are several schemes that signify national endorsement of products, which some transformative, innovative products
will be eligible for. This range from extensive support such as the RUPs project, from recommendations for local
commissioners to fund certain products (MedTech Funding Mandate).

Market
Device

Greater Patient Uptake



https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.england.nhs.uk/commissioning/spec-services/key-docs/medical-devices/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/pathway-transformation-fund/
https://www.ahsnnetwork.com/about-academic-health-science-networks/national-programmes-priorities
https://www.nhsx.nhs.uk/ai-lab/ai-lab-programmes/ai-health-and-care-award/
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Step 24 - Regulatory Post-market Surveillance
Post-market surveillance is a set of activities conducted by manufacturers, to collect and evaluate experience gained from medical devices that
have been placed on the market, and to identify the need to take any action. Post-market surveillance depends upon the information that can
be/is to be collected. The manufacturer shall first establish the objectives of the post-market surveillance activities for each specific medical

device or group of medical devices. Then, the manufacturer shall decide which sources are needed to fulfil these objectives. Based on this, the
data shall be collected and analysed.

Creation Evidence

Development

Regulation
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After a medical device is placed on the market, itis the responsibility of the technology company
device continually.

To doList

The manufacturer (and theireconomicoperators, as applicable) shall have a post-market surveillance planin place, which, at minimum, includes the following steps (7):

Scope of the post-market surveillance plan: the manufacturer shall indicate for which specific medical device, medical device type or family the planis applicable.
Objective of the post-market surveillance plan: the manufacturer shall indicate whatis to be achieved by the post-market surveillance forthat device.
Responsibilities: the manufacturer shall indicate responsibilities for all stages of the post-market surveillance process.

Data collection: the data collection method shall be described.

Data analysis: the method for data analysis shall be described.

Using data analysisin risk management and other processes: asystemshall be in place toinput the data obtained from post-market surveillanceinto other
processes, such as risk management, improvement, clinical evaluation.

7. Consider, decide uponand implementrequired actions: based on the data analyses and furtheranalysisin the appropriate processes.

Outputs

* Post-market surveillance planin place.

* Ongoing patient data collection

* Adverse events reported to the MHRA

* Adverse events recorded as part of hospital processes within patient medical record

oV swWNPRE

/ manufacturer to monitor the performance of the medical

Best Practice and Tips

The MHRA operates the Yellow Card
Scheme, which allows healthcare
professionalsand patients to report
a sideeffect or adverse event from a
medicine or medical device.

Guidanceon adverseevent
monitoringcan be found here

Ifapplicable, reportthe advert event
to the MHRA yellowcard scheme
here

Guidanceon reporting to the yellow
card scheme can be found here
In-hospital monitoring processes and
procedures should be inlinewith
Good Clinical Practiceguidelines

Guidance for post-market
surveillance and market

rveillan f medical devi
including in vitro diagnostics. WH
MHRA Managing Medical Devi
https://www.bsigroup.com/medde
v/LocalFiles/en-

surveillance.pdf

Further information aboutreporting

actions tothe MHRA is availablefor
manufacturers of medical devices.

A


file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/9789240015319-eng.pdf
file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/9789240015319-eng.pdf
file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/9789240015319-eng.pdf
file://ims.gov.uk/HomeDrive/Users/MRobinson1/Downloads/9789240015319-eng.pdf
https://www.gov.uk/government/collections/medical-devices-guidance-for-manufacturers-on-vigilance
https://www.gov.uk/government/collections/medical-devices-guidance-for-manufacturers-on-vigilance
https://www.gov.uk/government/collections/medical-devices-guidance-for-manufacturers-on-vigilance

Pathway

Step 25 - Decommissioning and Disposal of Device

Decommissioning is the removal of medical devices from their originally intended use in a health care facility to an alternative use or disposal. After
extended use, medical devices deteriorate and reach a state in which the cost—benefit ratio is negative, with declining performance, unreliability and
regular failure. Their replacement should follow a clear policy, with evidence-based procedures, and the replacement plan should be based on the
history of existing devices, including their safety, reliability and cost. When a medical device becomes obsolete or unusable or is no longer required
by the health care facility, it enters the final stage of its life cycle: decommissioning. The decision to decommission can be due to:

* functional obsolescence (i.e. the product no longer
performs its intended function)
technological obsolescence (i.e. the product is

outperformed by newer technology)
_<_ - *  economic obsolescence

(i.e. the product’s useis no

I I longer profitable)
*  regulatory obsolescence
Disposal

longer legal) or
' aesthetic obsolescence
Reassign (i.e. the product is

outmoded or its aesthetic

Donate

Internally

To do List appeal is damaged).

Perform Risk auditing and Cost assessment - Consideration given to the health and safety of patients, the public, the environment and health care
workers.

Develop Guidance for Personnel - Guidance on decommissioning should be provided for different categories of personnel.

Consider Infrastructure — Infrastructure may not have to be prepared for decommissioning smaller devices; however, it is essential when
decommissioning large devices.

Plan for Decontamination - Decontamination is required for decommissioning both single-use and reusable medical devices

Ensure Removal of Patient Data - Patient data and information stored in medical devices should be erased or removed by the person responsible for
the information before a medical device is decommissioned to protect sensitive information and patient confidentiality.

Consider the Waste management Approach for your Product - Sound health care waste management ensures safety and minimal effects on health
care workers, the population and the environment.

Inventory system and decommissioning report - Decommissioning of medical devices should be documented and the listing of the device removed
from the inventory database.
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Best Practice and Tips

WHO Decommissioning
Medical Devices - WHO
Medical Device Technical
Series

MHRA Managing Medical
Devices

Health and Safety Executive -
Waste Electrical and
Electronic Equipment
recycling (WEEE)

Article: Towards design
strategies for circular medical
products

Refurbishment of Promising
KETs based Product -

European Commission

Special Cases of Medical Devices
Decommissioning

Some healthtechnologies
require special care in
decommissioning. They
include sharps, devices
containing mercury or
radioactive sources, IVDs and
laboratory devices, chemicals,
implants, assistive devicesand
computerhardware and
software. Location of these
devicesissubjecttosafety and
security as well as access for
disposal by others.

A


https://apps.who.int/iris/bitstream/handle/10665/330095/9789241517041-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/330095/9789241517041-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/330095/9789241517041-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/330095/9789241517041-eng.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/982127/Managing_medical_devices.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/982127/Managing_medical_devices.pdf
https://www.hse.gov.uk/waste/waste-electrical.htm
https://www.hse.gov.uk/waste/waste-electrical.htm
https://www.hse.gov.uk/waste/waste-electrical.htm
https://www.hse.gov.uk/waste/waste-electrical.htm
https://www.sciencedirect.com/science/article/pii/S0921344917302094
https://www.sciencedirect.com/science/article/pii/S0921344917302094
https://www.sciencedirect.com/science/article/pii/S0921344917302094
https://ati.ec.europa.eu/sites/default/files/2020-05/analytical_report_nr4_refurbishment_final.pdf
https://ati.ec.europa.eu/sites/default/files/2020-05/analytical_report_nr4_refurbishment_final.pdf
https://ati.ec.europa.eu/sites/default/files/2020-05/analytical_report_nr4_refurbishment_final.pdf
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Appendix 1: Description of Different Types of Intellectual Property

Intellectual property (IP) is a legal framework that protects ideas, concepts and the products of creative and mental effort. The aim of IP rights is to promote innovation by
rewarding the owner of the IP with a monopoly right over the idea, preventing others from exploiting it without their consent. Innovators need to secure the appropriate IP
to ensure their business remains viable, and to attract investors.

Requiring Registration at
Intellectual Property Office

Not Requiring Registrationat Intellectual

Property Office

Trademarks

Registered
Designs

Copyright

Database
Rights

Freedom to
Operate
(FTO

Trademarks can be usedto protect words, logos, slogans, sounds, colours, shapes and smells, which are used as an indicator Around 4 months. Around £400-1000
of origin. You have to apply for this type of IP and you should keep it secret until registered. Should you needto discuss the

ideawith someone you should have a NDA in place beforehand. You can also checkto see if a similar trademark already

exists inthe UK.

Patents protect inventions and products including machines, tools and medicines. You have to apply for this type of IP and ~£4000 for the UK, more
you should keep it secret until registered. Should you needto discuss the ideawith someone you should have aNDA in place other countries.
beforehand. Patents are costly and difficult to obtain, you can find more about what you can patent and how to apply from

the UK Intellectual Property Office. Before you apply for IPits worth checkingto see if there is already registered IPin place for

an existinginventionthat is similar to your innovation. You can search for patents registeredin the UK or Worldwide.

A designregistration protectsthe design of aproduct, that is, how it looks aesthetically,and does not linkto a functional 8 weeks £60 for once design
aspect of a product such as how it works. You don't needto apply for this type of IP but you can register your design with the

Intellectual Property Office. Registered designs rights protect the products packaging, patterns, colours and decoration. You

cancheckto seeif your designis unique to those already registeredin the UK, EU or Worldwide.

Copyrightis a form of IP protection that protects the expressionof anidearather than the idea itself. It protects software, Automatic
original literary, dramatic, musical or artistic works (for example written informationincluding charts and drawings) andthe
arrangement of published editions (suchas booklets, brochures and learning packages). Copyright is aform of IP protection

that protects the expressionof anidearather than the idea itself. It protects software, original literary, dramatic, musical or
artistic works (for example written information including charts and drawings) and the arrangement of published editions.

Know-how is information which may be commmercially or technically valuable and which is regarded as secret. In all cases,
the know-how will only retainits value if itis managed effectively. Includes technical information, procedures, processes,
methodology, experimental techniques, chemical structures and source code. These should be kept secret and not disclosed.
You should protect your know-how with aNDA if you need to discuss the ideawith someone.

Databases can be protected by a specificform of copyright, if substantial skilland judgement is involvedin the compilation n/a
of the database. To be protected using database rights, the database must be compiled in a methodical way.
Generally, the ability to use or commmercialize a product or process without infringing another party's validintellectual pro perty ~£5000 to £10000
(IP) rights. Freedom to Operate (FTO) is an analysis to determine whether a product, technology or invention may infringe on

someone else’s patent claims. The goal of an FTQ is to give the client (inventoror company) alist of patents upon which their
product or technology could be infringing. Thisanalysisis recommended before submitting IP.

Appendix


https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/search-for-trademark
https://www.gov.uk/search-for-trademark
https://www.gov.uk/patent-your-invention
https://www.ipo.gov.uk/p-find-publication.htm
https://worldwide.espacenet.com/advancedSearch?locale=en_EP
https://www.gov.uk/government/organisations/intellectual-property-office
https://www.gov.uk/search-registered-design
https://www.tmdn.org/tmdsview-web/welcome
https://www.wipo.int/designs/en/
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Appendix2: Net zero NHS

Environmental impact should be considered as early as possible in the pathway to ensure each decision align with the NHS commitment to reach net zero by 2040 for the emissions we control

directly and 2045 for the emissions we can influence. HealthTech developers and innovators should:

- Understand the requirements set by the NHS to reach net zerothrough the ‘Delivering a net zero report’ and the ‘supplier roadmap’

- ldentify relevant stakeholders that can provide advice and support such as the Greener NHS, the AHSNSs, the trade associations, and third party organisations, including the charity sector, to
access the support and expertise required on the journey towards net zero and carbon assessment and quantification.

=

- Medical Device Remanufacture How-to Guide - CCF Hub - FutureNHS

Case studies — Drones & Apian Ltd
Drones are being used (initially in trials) to deliver life saving treatment, such as chemotherapy, to be picked up and dropped to patients directly on the same day. This mode of transport helps minimise wastage
and treatment delays, while also saving staff time that can be used for direct patient care instead. Each drone delivery replaces at least two car journeys and one hovercraft or ferry journey per delivery — saving<
carbon emissions and contributing to improving air quality for patients and the community.

It will also help the NHS become the first health system in the world to become carbon neutral.

Other case studies: _Collaboration Platform

©
v
Q.
Q.


https://www.england.nhs.uk/greenernhs/wp-content/uploads/sites/51/2022/07/B1728-delivering-a-net-zero-nhs-july-2022.pdf
https://www.england.nhs.uk/greenernhs/get-involved/suppliers/
https://future.nhs.uk/connect.ti/PTOMHub/view?objectid=34971952
https://future.nhs.uk/connect.ti/PTOMHub/view?objectid=34971952
https://future.nhs.uk/sustainabilitynetwork/view?objectID=27338544
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Appendix2a: Public and Patient Involvement and Engagement with Patient Groups

Patient and public involvement should be included throughout the end-to-end health-technology pathway and should start as early as possible; engagement with patient
groups will be key to product development. It is recommended that health technology developers research and understand who are the key active organisations in their
field or disease area. Below is a summary of the touchpoints with patient groups detailed throughout the pathway

Developers are advised to consider how to involve patient groups in the development phase to ensure that the
health technology targets and addresses the priorities of those it intends to treat.

Consultation with patient groups through PPI is becoming increasingly important and may be considered as a key
element in every developer’s clinical trial design. Developers should also consider when to alert disease specific non-
profit organisations supporting patients to notify them of upcoming treatments.

Patient groups and PPl will form an essential part of the scope preparation stage during HTA and input from patients
and the community will be important inthe appraisal process.

See this call to action for why itis important to include patient groups. Note: whilst it is critical to engage with patient groups and

Other useful resources for PPI include: patient organisations, developers should remain conscious

* FEindacure that the vast majority are volunteer-led and operated and may
SITE - Health Technology Assessment International (HTAI) have limited resources. Developers are therefore advised to

* Patient and public involvement in research (abpi.org.uk) ensure that when engaging with patient organisations that

they are fully prepared.
NIHR

Appendix


https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fportal.findacure.org.uk%2F&data=05%7C01%7Cpriya.ramanah%40nhs.net%7C0d9a6507f19b409dc88e08daf5813310%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638092232960463902%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=VufZxDoJXYZaug8BsQQ7wr4WgLeFjkuIzPa81kSxivw%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhtai.org%2F&data=05%7C01%7Cpriya.ramanah%40nhs.net%7C0d9a6507f19b409dc88e08daf5813310%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638092232960463902%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SzJIsLadB7ke%2Brw9sAbxWsWQ6q34AAQY43uCBgy3AMk%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.abpi.org.uk%2Fpartnerships%2Fworking-with-patient-organisations%2Fpatient-and-public-involvement-in-research%2F%23%3A~%3Atext%3DInvolving%2520the%2520public%2520and%2520patients%2520as%2520equal%2520partners%2Cshared%2520commitment%2520to%2520improve%2520public%2520involvement%2520in%2520research.&data=05%7C01%7Cpriya.ramanah%40nhs.net%7C0d9a6507f19b409dc88e08daf5813310%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638092232960463902%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=EI3vq7QkAHMfpIN2s0X12s%2F2jz3hi2Mw4NdpfsOV3Sc%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.nihr.ac.uk%2Fdocuments%2Fppi-patient-and-public-involvement-resources-for-applicants-to-nihr-research-programmes%2F23437&data=05%7C01%7Cpriya.ramanah%40nhs.net%7C0d9a6507f19b409dc88e08daf5813310%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638092232960463902%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=K7euLRZQg%2BxnnyLf4G6Yb0r%2B6hcHV9KFiRChhfVrteU%3D&reserved=0
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Appendix 2b: Health Inequalities and Core20PLUS5 framework and 2b: AAC Rapid Uptake Products

CORE20PLUSS is a national NHS England approach to inform action to reduce healthcare inequalities at both national and system level. The approach defines a target
population — the ‘Core20PLUS’ — and identifies ‘5’ focus clinical areas requiring accelerated improvement — for adults these are Maternity, Severe Mental llIness, Chronic
Respiratory Disease, Early Cancer Detection and Hypertension case-finding and optimal management and lipid optimal management. For Children and Young People the
focus clinical areas are: Asthma, Diabetes, Epilepsy, Oral Health and Mental Health.

REDUCING HEALTHCARE INEQUALITIES INHS'
FOR CH LDREN "ND YOU''G PEOP' E

The most deprived 20% of The Core20PLUS5 approach is designed to support Integrated Care ICs~chosen population groups

the niatianal population a¢ Systems to drive targeted action in healthcare inequalities improvement experiencing poorertian-average
identified by the Index of health access, experience and/or

Multiple Deprivation

REDUCING HEALTHCARE INEQUALITIES NHS

The Core20PLUS5 approach is designed to support Integrated Care Systems to
The most deprived 20% of drive targeted action in healthcare inequalities improvement 1CS-chosen population groups
the national population as experiencing poorer-than-average
identified by the Index of health access, experience and/or
Multiple Deprivation outcomes, who may not be captured
within the Core20 alone and would
benefit from a tailored healthcare
approach e.g. inclusion health groups

Target population

CORE20 PLUS 5

outcomes, who may not be captured
3 within the Care20 alone and would
p ; Target pop.'“atlon benefit from a tailored healthcare
r\ﬁ approach e.g. inclusion health groups.
T

L CORE20 PLUS 5t

Key clinical areas of health inequalities

ASTHMA - ORAL HEALTH
Add 3 I Address the b
liever
n m i
4 th
c

 Key clinical areas of health inequalities

SMOKING  :

HYPERTENSION
\  CASE-FINDING
7 and optimal
management and lipid
optimal management

MATERNITY , SEVERE MENTAL CHRONIC RESPIRATORY EARLY CANCER
ensuring continuity ILLNESS (SMI) DISEASE DIAGNOSIS
of care for women ensuring annual health a clear focus on Chronic 75% of cases
from Black, Asian checks for 60% of those Obstructive Pulmonary diagnosed at stage 1
and minority ethnic living with SMI (bringing Disease (COPD), driving up or 2 by 2028
communities and SMIin line with the success uptake of Covid, Flu and
from the most seen in Leaming Disabilities) Pneumonia vaccines to
deprived groups reduce infective

exacerbations and emergency

hospital admissions due to

those exacerbations

The AAC Rapdi Uptake Products programme was designed to support stronger adoption and spread of proven innovations. It identifies and supports products with NICE
approval that support the NHS Long Term Plan’s key clinical priorities, but have lower than expected uptake to date. Examples of resources co-produced with patients
include:

Asthma Biologics are an innovative group of medicines used by specialists to treat people with severe asthma. AAC Patient and Public Voice Partners (PPVs) co-produced
patient information |eaflets with translations in Arabic, Bengali, Gujarati, Polish, Punjabi, Somali and Urdu. We collaborated with Oxford Academic Health Science Network
to produce a toolkit including podcasts and clinical education resources.

FeNO testing is a method that assists with the diagnosis of asthma by measuring fractional exhaled nitric oxide (FeNO) in the breath of patients suspected of having
asthma. AAC PPVs collaborated with Wessex Academic Health Science Network to produce resources including patient leaflets in seven languages ; clinician e-learning and
partnered with Asthma and Lung UK on an explanatory video .

» Appendix


https://www.england.nhs.uk/aac/what-we-do/innovation-for-healthcare-inequalities-programme/rapid-uptake-products/
https://www.longtermplan.nhs.uk/
https://www.england.nhs.uk/aac/what-we-do/innovation-for-healthcare-inequalities-programme/rapid-uptake-products/asthma-biologics/
https://www.england.nhs.uk/get-involved/resources/patient-public-voice-partners/
https://www.england.nhs.uk/aac/publication/is-your-asthma-under-control-patient-leaflet/
https://www.oxfordahsn.org/our-work/asthma-biologics-toolkit/
https://www.england.nhs.uk/aac/what-we-do/innovation-for-healthcare-inequalities-programme/rapid-uptake-products/fractional-exhaled-nitric-oxide/
https://wessexahsn.org.uk/programmes/56/feno-fractional-exhaled-nitric-oxide-for-the-diagnosis-and-management-of-asthma
https://wessexahsn.org.uk/news/2069/feno-patient-leaflet-translated-into-seven-languages
https://wessexahsn.org.uk/projects/422/education-toolkit
https://wessexahsn.org.uk/videos/show/428
https://www.england.nhs.uk/about/equality/equality-hub/national-healthcare-inequalities-improvement-programme/core20plus5/
https://www.england.nhs.uk/about/equality/equality-hub/national-healthcare-inequalities-improvement-programme/core20plus5/core20plus5-cyp/
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Appendix 3: List of Med-Tech Digital Health Accelerators

There are several MedTech/digital health accelerators which can support prototyping. Key ones are listed below that are NHS affiliated (left) and ones representing the wider landscape

(right), but this is non-exhaustive. BEIS has more information on all incubators and accelerators.

DigitalHealth A 12-month programme for digital health companies that have products
London or services aimed at solving NHS and social care challenges (these are
normallyalready been piloted in the NHS andare ready toscale).

AHSN Digital A programme of support for digital health technology firms tosupport
North the adoptionand spread of proven innovations within the healthcare
Accelerator system.

Wessex AHSN A multi-day training course to supportearly-stage concept development
Health forinnovationsinthe Healthcareindustry. Itis targeted at candidates in
Innovation the Westor South West of England.

Progra

Asi igital health accelerator programme targeted at SMEswith
digital health innovations for the Yorkshire and Humber region.

MedTech Aprogramme to supportthe early stage development of innovations in
Accelerator the broad area of medical technology (devices, diagnostics, software
and eHealth) that meetunmetclinical needs within the NHS.

The 15 ARCs are:

NIHR AppliedR rch Coll ration E fEnglan
NIHR Applied Research Collaboration East Midlands

NIHR Applied Research Collaboration Greater Manchester

NIHR AppliedR

Health Social
Innovators

(HIS)
AWS

Healthcare
Accelerator

Deep Science
Ventures

Imagine IF!

Edison™
Accelerator.

A12-week accelerator thatsupports the growth of early-stage social
entrepreneurs who are pioneering new ways totackle health inequality
inthe UK.

Afour-week technical, business, and mentorship accelerator
opportunity, opento UK-based healthcare start-ups orinternational
healthcare start-ups that have existing UK operations

An accelerator targeting deep tech companiesinthelifesciences,
health, manufacturing, engineering, digital technology, energy and
environmental industries.

An accelerator for companies starting and working in the fields of life
science and health tech with start-ups basedon a genuine, novel
scientificand/or technological idea that has a significantimpacton
improving human or animal well-being

Astart-up and scale-up acceleration & healthcare provider
collaboration programme aimed to accelerate innovative solutions.

Appendix


https://digitalhealth.london/programmes/accelerator
https://digitalhealth.london/programmes/accelerator
https://www.ahsnnetwork.com/launch-of-digital-north-accelerator-programme-for-2021
https://www.ahsnnetwork.com/launch-of-digital-north-accelerator-programme-for-2021
https://www.ahsnnetwork.com/launch-of-digital-north-accelerator-programme-for-2021
https://www.weahsn.net/our-work/supporting-innovation/funding-and-opportunities/healthcare-innovation-programme/
https://www.weahsn.net/our-work/supporting-innovation/funding-and-opportunities/healthcare-innovation-programme/
https://www.weahsn.net/our-work/supporting-innovation/funding-and-opportunities/healthcare-innovation-programme/
https://www.weahsn.net/our-work/supporting-innovation/funding-and-opportunities/healthcare-innovation-programme/
https://www.propel-yh.com/about-us/
http://www.medtechaccelerator.co.uk/
http://www.medtechaccelerator.co.uk/
https://www.gov.uk/government/publications/business-incubators-and-accelerators-the-national-picture
http://healthsocialinnovators.org/
http://healthsocialinnovators.org/
http://healthsocialinnovators.org/
https://aws.amazon.com/blogs/startups/applications-are-now-open-in-the-uk-for-the-aws-healthcare-accelerator-programme/
https://aws.amazon.com/blogs/startups/applications-are-now-open-in-the-uk-for-the-aws-healthcare-accelerator-programme/
https://aws.amazon.com/blogs/startups/applications-are-now-open-in-the-uk-for-the-aws-healthcare-accelerator-programme/
https://deepscienceventures.com/what-we-do/
https://deepscienceventures.com/what-we-do/
https://inno-forum.org/accelerator-3/
https://www.wayra.uk/programs/emea-edison-tm-accelerator
https://www.wayra.uk/programs/emea-edison-tm-accelerator
http://www.arc-eoe.nihr.ac.uk/
http://www.clahrc-em.nihr.ac.uk/
https://www.arc-gm.nihr.ac.uk/
https://arc-kss.nihr.ac.uk/
https://arc-nenc.nihr.ac.uk/
https://www.arc-nt.nihr.ac.uk/
https://www.arc-nwl.nihr.ac.uk/
https://arc-nwc.nihr.ac.uk/
https://www.arc-oxtv.nihr.ac.uk/
http://www.arc-sl.nihr.ac.uk/
https://www.arc-swp.nihr.ac.uk/
http://www.arc-wx.nihr.ac.uk/
https://arc-w.nihr.ac.uk/
https://warwick.ac.uk/fac/sci/med/about/centres/arc-wm/
https://www.arc-yh.nihr.ac.uk/
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Appendix 4: Financial Support — Securing Pre-Seed Funding Options

Funding Option

Public/Third Sector

Description

Funding Available

Timelines

Numbers

government_Start-up Loan/British

Business Bank

A government-backed Start-up Loan, with free support and
guidance and up to 12 months of free mentoring.

£500 to £25,000

Unknown

Unknown

SBRI Healthcare (Phase 1)

Based on taking a two-phased development approach, projects start with

initial feasibility and can then move on tomore detailed product development

Phase 1: £200,000
Phase 2: £1 million

2 calls peryear

Ten companies per year

Charitable Grants

Grant to develop proof-of-concept from acharity.

Various

Variable

Unknown

QO-Exchange — Health Foundation

Aimto start-ups boost ideas that have the best potential to
generate value for the health and care system.

800k Total, upto 40k per
winner.

Annudadl

UKRI Funding

Non-departmental public body sponsored by BEIS, providing
funding from every stage of research.

~£150,000

Unknown

Unknown

Knowledge Transfer Networks

Can offer business support, funding and being connectedto
partners.

Up to £75,000

Between 12 and 36
months

Unknown

Local Enterprise Partnerships Growth Hubs | The networkof 38 Growth Hubs are local public/private sector

Funding Option

itis easy for businessesto find help.

Private Investment/Self-Funded

Description

partnerships .They join up national andlocal business support so

n/a

Funding Available

n/a

Timelines

N/a

Numbers

Small Business Loans

Small business loans are available from avariety of banks.

£1000 to £750,000

Unknown

Unknown

Friends and Family

Securing funding from friends and family is a common strategy.

~£15,000

Unknown

Unknown

Angel Investors

An individual who provides capital for a business or businesses start-up, usually in
exchange for convertible debt or ownership equity.

Unknown

Unknown

Unknown

Crowdfunding

The practice of funding a project or venture by raising smallamounts of money
from a large numberof people

Unknown

Unknown

Unknown

Company Self-Funded

Large companies typically self-fund development.

Unknown

Unknown

Unknown

Appendix



https://www.gov.uk/apply-start-up-loan
https://www.startuploans.co.uk/?_ga=2.51363881.1446998317.1644233425-403927524.1644233425
https://www.startuploans.co.uk/?_ga=2.51363881.1446998317.1644233425-403927524.1644233425
https://sbrihealthcare.co.uk/
https://q.health.org.uk/get-involved/q-exchange/
https://www.ukri.org/opportunity/
https://ktn-uk.org/
https://www.lepnetwork.net/local-growth-hub-contacts/
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Appendlx 4a: Financial Support — Securing Pre-Seed Funding Options

Seed funding is a form of securities offering in which aninvestor invests capital in a start-up company in exchange for an equity stake or convertible note stake in the company, and pays
for product development and further market research. Public/Third sector options are available, typically without the equity stake. Seed funding is generally used to develop a business
idea to the point that it can be presented effectively to venture capital firms or larger companies that have large amounts of money to invest.

Public/Third Sector

Funding Option Description Funding Timelines Numbers
Available

NIHR i4i Awards Atranslational research funding scheme aimed atde-risking £0.6m-£1.2m 4 months 11 successful/126
early-to-late stage medical devices, in vitro diagnostics and t Oppllcotlons for
patient-focused DHTs for ultimate NHSuse. 19/20

UKRI Fundin UKRI is a non-departmental publicbody sponsored bythe Various Variable Unknown
Department for Business, Energy and Industrial Strategy
(BEIS).

NHS Innovation Programme supporting deliveryofthe NHS Long Term Annually

Accelerator NlA Plan priorities by accelerating uptake of promising
innovations.

MRC Biomedical thqlst The BMC aims tode-risk innovative science and Various Variable Unknown
commercialise ideas arising out of academia and industry
helping UK SMEs to developinto competitive organisations.
Private Investment/Self-Funded
Funding Option Description Funding Timelines Numbers
Available
Angel Investors An individual who provides capital for a business or Unknown Unknown Unknown
businesses start-up, usually in exchange for convertible
debt or ownership equity.

Appendix

Crowdfunding The practice of funding a project or venture by raising small Unknown Unknown Unknown
amounts of money froma large number of people
Compony Self_ Funded Lorge Compqnies typicollyself_fund developmnt

Back to the Financial Support—Securing Seed FundingSlide



https://www.nihr.ac.uk/explore-nihr/funding-programmes/invention-for-innovation.htm
https://www.ukri.org/opportunity/
https://nhsaccelerator.com/
https://nhsaccelerator.com/
https://mrc.ukri.org/funding/science-areas/translation/biomedical-catalyst/
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Appendix 5: Gaining UKCA Marking Notified bodyinvolvement

Follow Annex 1V, Vor requiredto assess aspects
VI

Affix CE Mark,
Register Retain

concerned with securingand

Annex VII: L TTIES > <
maintaining sterile conditions*

Manufacturers need to Compile

: Prepare with the declaration of
= Documentation Sterile? a measuring of Authority supporting
() i .
MedTech meets the A tosupport Notified bodyinvolvement Conformity (CA) (Form evidence for

requiredto assess conformity RG2) CA Inspection
with the metrological

requirements*

requirements in the MDR or Declaration of
IVDR by carrying out a Conformity
conformity assessment. The
conformity assessment route
depends on the classification
of the device. List of suitable

Follow Annex IV,V or
VI

*Notified Body Registration Number
must appear alongside the CE Mark
Annex IV: Every Device/batch verified by a notified body (nonsterile
products only)

Apply CE mark
and notified

Annex VII: Prepare Technical

Documentation to Support Declaration of Declaration of

Conformity

Annex V: Production quality assurance audit by notified body

Choose from 3 Options

NBs can be found on the EU 8 Conformit including QM (exdluding design) body number
] 3 ’ ‘ ’ > A ex Vvi: pection quality assura e (non-sterile ]
Comm|55|on§ ‘Nando 2 Annex]1: Full Qualiy ing QMS (exdluding design and
website and is not held by the Assfifrag;egl;#'“ryda,
q notified body including

MHRA since we left the EU. ams

The ‘Declaration of

Conformity’ is a manufacturer , " o ,

. . Annex IV: Every Device/batchverified by a notified body (nonsterile
responsibility and not issued ¢ ll productsonly)
by the MHRA. This chart can gnnex : :r:parte Tsechnin:D laration of § Annex V: Production quality assurance audit by notified body Declaration of :Ezlziﬁfﬁzrk
i i ) ocumentation to Support Declaration o :

be found in more detail at g Conformity 5 Conformity body number

MHRA Conformity 8 Annex II: Full Quality % x

Assessment Routes Chart . Assurance Auditby a © o umm
notified body including t

Annex |V: Every Device/batch verified by a notified body (nonsterile m
products only)
Annex lII: Type Examination by Notified Annex V: Production quality assurance audit by notified body . Declaration of ggzlziff;zgrk Q
g Body including QMS (excluding design) Conformity ey e Q
z

Annex II: Full Quality Assurance Audit by a Design Dossier Examination <
notified body including QMS by a Notified Body



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
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Appendix 6: Real World Evidence Decision Tree —
What is the Research Objective?
Back to the Real World Evidence for commissioning
U To inform internal decision-making O To inform external decision-making slide

O  Business Strategy U Go/NoGo O  Patients U Providers

O  Indication Selection W Clinical Trial Planning O RegulatoryAgendes O  Payers

U To study the therapeutic area U To study product/demonstrate product value What arethe outcomes of interest?

Epidemiology O Safety
Disease Burden U Effectiveness
PatientExperience 1  PROMs
Treatment Pathwaydd  Clinical
Adherence Reported
Costs Outcomes
Off-label Use U  ResourceUse

At study initiation, will the product be approved in

the indication? - . .
Y Clinical Trial or Expanded Access: Interventional

Will study be conducted in routine practice? N
¢ Follow Relevant Regulatory Guidelines/Requests
RWE Study

a
a
(]
a
a
a
a

Are the data of interest recorded inroutine practice?

Y N
O Secondary Data Analysis O Hybrid O Primary Data Collection (collect/create new database)

Can patient populations be identifiedin existing datasets? \
Y
Is randomisation necessary?
Are required variables capturedin existing datasets? \

Y N ¢

RWE: non-mter\{entlonaI/obser.vatlonal RWE: Interventional

Registry

OtherProspective Observational Study
Chart Review/Abstraction

Digital Health

Survey

Focus Group/Interview

RWE: non-interventional/observational

Electronic Health Records
Patient Portal Data
Administrative Data

Lab Test Results Databases
National Registries
Consumer/employee/social data

Level of
Complexity
Required

Follow Relevant
Regulatory
Guidelines/Requests

Appendix
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Conduct RWE Trial Procet'ed with Study
Design/Protocol
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Abpendix 6

technology via

- NHS innovation
Creation of service

Medical Welcome
technology NHS

product Innovation

Commissioning
and Adoption

Development

NHS Supply Chain

Early knowledge of Framework,
approximately procurement dates,
category, regulatory andtechnology
requirements,

Development

Evidence

Evidence and
Regulation

NHS Supply Chain

Market knowledge, secondary
review for frameworkand route

Procurement Options

Government Tenders and
Contracts

NHS Organisationregisters tenderon
NHS England retendering Service

Suppliers can searchfor opportunities
on Contracts Finder and Ein
and register on the Supplier
Registration Service for Govemment

Innovation Service
Support Organisation

Early engagement with NHS supply chainvialnnovationservice

NHS Supply Chain

Supplier responds to an opportunity

Become NHS Supply ChainSupplier. In order
for a product tobe listed in the NHS Supply
Chain Catalogue, it must be procured through
a complianttender and, if successful, will be
listed ona FrameworkAgreementunder the
respective Category Tower Service Provider
(CTSP).

NHS orders marketdevice

to market

Supplier distributes market device to
purchaserdirectly or via NHSSupply Chain

Market Device

Market Device On Procurement
Framework

Patient Access

Value based Pilot

Export Support

Additional National Endorsement

Keep record updated with regulatory process

Register interest on Finda Tender

Respond to PIN

Undertake trainingvideos in preparation for contract notice.

Insight of procurement framework and route to market
Understanding of specifics requirements within specifications

Trainingand preparation
Ongoingsupport and information via Category and SRM team

Commissioning &
Adoption

Regulation

A procurement Framework is an agreement putin placewith
a provider or range of providers that enables buyers to place
orders for services without running lengthy full tendering
exercises.

Frameworks arebased on largevolume buying. Aggregating
different buyers' potential needs means individual buyers
cansourceservices atlower prices, or with special added
benefits and/or more advantageous conditions

Frameworks are often dividedinto ‘lots’ by product or
servicetype, and sometimes by region. This means that
suppliers offering certain kinds of specialistgoods or
services, sometimes in a specific geographic location, can bid
to jointhe lotthat best suits their offer.

Once awarded, frameworks run for a given timeframe,
usually between 1 to 4 years, after which they are re-
tendered, giving new suppliers thechanceto bidto join
them.

Supplier eProcurement Portal is a digital transaction process
that involves usingthe internet to buy and sell goods and
services. This process employs a supplier's closed system,
meaning that only their registered customers can use and
gain benefits from it.

The web-based system brings together a suite of
collaborative tools thatenable NHS Supply Chainand
suppliers to conduct the strategic activities of the
procurement lifecycle.

NHS Supply chain Procurement portal


https://nhssupplychain.app.jaggaer.com/web/login.html
https://www.find-tender.service.gov.uk/Search
https://innovation.nhs.uk/
https://innovation.nhs.uk/
https://innovation.nhs.uk/
https://innovation.nhs.uk/
https://nhsengland.bravosolution.co.uk/web/login.html
https://www.supplychain.nhs.uk/suppliers/useful-information/
https://www.gov.uk/contracts-finder
https://www.gov.uk/contracts-finder
https://www.find-tender.service.gov.uk/Search
https://supplierregistration.cabinetoffice.gov.uk/
https://supplierregistration.cabinetoffice.gov.uk/
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Appendix7 Integrated Care Systems

What are integrated care systems?

* Integrated care systems (1CSs) are partnerships that bringtogether NHS organisations, local a uthorities and others

to take collective responsibility for planningservices, improving health and reducinginequalities across

geographicalareas.
* |CSs were created inJuly 2022 and commissioned from nationally devolved budgets.
* There are421CSs across England, covering populations ofaround 500,000 to 3 million people.

Why are ICSs needed?
e |CSs arecritical in driving efforts to improve population health and tackle inequalities in | ocal areas.

What do ICSs look like?

* Integratedcare boards (ICBs)- responsible for allocating the NHS budget and commission services forthe
population, taking over the function previously held by clinical commissioning groups (CCGs) and some of the
direct commissioning functions of NHSEngland.

* Integrated care partnerships (ICPs) —a joint statutory committee of ICBs and | ocal authoritiesinthe area. The ICP
brings togethera broad set of system partners to support partnership workingand developinganintegrated care
strategy, a plan to address more comprehensive health care, public health and social care needs of the
population.

What doe this mean for commissioning?
* ICBs have taken on commissioning responsibilitiesfrom NHS England, induding commissioning primary care and
some specialised services.

What does this mean for NHS providers?

* NHS providers are expected to work with |CS to plan and transform servicesandimprove system performance.

* NHS providers are expected to participate in multiple collaborative forums, includingmembershipto ICBs and
forming collaboratives with other providers.

What does this mean for local government?
* Local authorities are expected to work with ICPs and |CBs to create systems ad partnerships to improve
population healthand wellbeing and tackle health inequalities.

What does this mean for VCSE organisations?

* VCSEs are important strategic partners for | CSs to deliver health and well-being improve ments and reduce
inequalities.

e VCSEs are expectedto beinvolved within governance structures and deliver critical workstreams in ICSs through
membershipin ICPs.

What does this mean for oversight and regulation?
* A newintegrationindexis underdevelopmentto better capture the role of regulatory stakeholders in | CSs.

North East & Yorkshire @

Humber and North Yorkshire
North East and North Cumbria
South Yorkshire

North West @

5
6
7

West Yorkshire

Cheshire and Merseyside
Greater Manchester

Lancashire and South Cumbria

Midlands @

14
15
16

Birmingham and Solihull

Black Country

Coventry and Warwickshire

Derby and Derbyshire
Herefordshire and Worcestershire
Leicester, Leicestershire and Rutland
Lincolnshire

Northamptonshire

Nottingham and Nottinghamshire
Shropshire, Telford and Wrekin
Staffordshire and Stoke-on-Trent

SouthWest @

36

37

38
39
40
M
42

Bath and North East Somerset,
Swindon and Wiltshire

Bristol, North Somerset and
South Gloucestershire

Cornwall and The Isles Of Scilly
Devon

Dorset

Gloucestershire

Somerset

East of England
8 Bedfordshire, Luton and
Milton Keynes
Cambridgeshire and Peterborough
Hertfordshire and West Essex
Mid and South Essex
Norfolk and Waveney
Suffolk and North East Essex

London @

25 North Central London
26 North East London
27 North West London
28 South East London
29 South West London

South Fast @

30 Buckinghamshire, Oxfordshire
and Berkshire West

31 Frimley

32 Hampshire and Isle of Wight

33 Kentand Medway

34 Surrey Heartlands

35 Sussex
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Acronym
GCP Good Clinical Practice

GLP Good Laboratory Practices

GLPMA Good Laboratory Practice Monitoring Authority
GMO Genetically Modified Organism

GMP Good Manufacturing Practices

GMS Genomic Medicine Service

Good PharmacovigilancePractice

%))
£
>
C
O
-
O
<

Health Research Authority

Health and Safety Executive

Human Tissue Authority

Health Technology Assessment
Individual Case Safety Reports
Innovative Devices Access Pathway

Innovative Medicines Fund




Acronym

Accelerated Health Technology

_ Access

_ Collaborative Pat hWCIy

Name

Acronym

Name

GCP

Good Clinical Practice

GLP

Good LaboratoryPractices

IRAS

Integrated Research Application System

GLPMA

Good LaboratoryPractice Monitoring Authority

ISRCTN

International Standard Randomised Controlled Trial Number

GMO

GeneticallyModified Organism

MA

Marketing Authorisation

GMP

Good Manufacturing Practices

MAA

Managed Access Agreement

GMS

Genomic Medicine Service

Medicines and Healthcare products Regulatory Agency

GPVP

Good Pharmacovigilance Practice

NHSE National Health Service England

HRA

Health Research Authority

National Institute for Health and Care Excellence

Health and Safety Executive

National Institute for Health Research

Human Tissue Authority

NIHR Office for Clinical Research Infrastructure

Health Technology Assessment

NICE Office for Market Access

Individual Case Safety Reports

Patientand Clinician Engagement

Innovative Devices Access Pathway

PatientInformation Leaflet

Acronym

Innovative Medicines Fund

Name

Patientand Public Involvement

PREMs

Patient Reported Experience Measures

PROMs

PatientReported Outcome Measures

Qc

Quality Control

Quality Management System

Research Ethics Committee

Risk ManagementPlans

Scottish Medicines Consortium

Technology Appraisal

United Kingdom Conformity Assessed

Acronyms
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