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SmartHealth, is a 2-year cross-border Interreg FCE project developed by four experienced innovation agencies and clusters: SEHTA, EPM, Eurasanté and Amiens Cluster. As part of this project, 395.634,84 EUR was granted by the INTERREG Channel programme to help stimulate Franco-British understanding and cooperation between the local health and care providers with shared clinical needs, and SmartHealth winners (SMEs) providing digital solutions. To meet this objective, a series of cross-border training modules have been hosted. This Training Workbook acts as the summary for these training module sessions, to provide additional detail and understanding surrounding these topics. 

1. [bookmark: _Toc42872945]UK HEALTH AND CARE MARKET
Speaker: 	Dr David Parry (SEHTA) 
Date of training module: 	12/02/2020

Academics are driven by academic papers; Businesses are driven by profits; Clinicians are driven by patients.

Existing problems within the UK health and social care systems:
· Perfect storm – UK population (as well as around the World) is getting older and our life expectancy is increasing, creating a burden on the NHS. The longer you live the more long-term conditions you have and the more expensive you are to the NHS. 70% of NHS burden is spent on the elderly. 
· Dementia is a health problem but is classified mostly as a Social Care problem, so they fall between the gaps – nobody wants to pay for their care. 
· Demand for healthcare is infinite and younger people expect the State to pay for it all. 
· 1 million patients receive healthcare from the NHS every 36 hours
· Half a million people are in residential care – care homes and nursing homes. Numbers are growing and so is the cost because less Public Sector funding is available (paid for by family/loved ones). 
£125 billion secured by taxpayers and spent on healthcare by NHS England, divided up by CCGs. 
CCGs = Clinical Commissioning Groups give Primary Care (GPs) their money
STP = Sustainable Transformation Partnerships 
NHS Trust = Hospital – most are non-specialist (perhaps offering one specialist wing on the side) but there are specialist ones such as Mental Health and Community.
There are around 8,000 GP practices in the UK. Doctors are essentially private because although their money comes from the NHS they have a contract with the NHS that allows them to run their own business. Most Senior Clinicians work privately as well. 
18,000 Care and Nursing Homes in the UK – they are private sector and it’s worth £10 billion. No procurement framework or regulations so they can buy solutions on the spot!
Overspending in NHS is common – UK spends 9% of its GDP on healthcare system
Acquiring a Clinical Champion is the first step towards Accessing the NHS. Clinicians talk to each other and are ambitious – they are the ones who ultimately sell your product, not you. Solutions that increase their reputation, get their names on papers and get them invited to conferences they’ll be interested in. 
Don’t always rely on typical health economics to sell your product. There are other reasons why Drs buy products outside of its cost-saving/outcome-improving measures i.e. robots sell because they are cool and more comfortable for them to operate!
Contracts are won and lost based on your position regarding NHS –it is entangled with politics. 



2. [bookmark: _Toc42872946]UK VALUE PROPOSITION
Speaker: 	Neil Roberts (SEHTA)
Date of training module: 	12/02/2020

Route to Market becoming more complex. Originally you appointed a distributor who did it all for you (holding stock/ invoicing etc) but now you can have subscriptions, sell online and value-added resellers.  
There is more and more consolidation because the NHS likes to deal with fewer suppliers. 
NHS landscape is a climate of austerity. They set themselves a target of ~£20billion cost-saving each year through efficiency gains = inescapable pressure within system. 
Installed base effect = despite having all the health economics you still may not sell because of competitors who develop legacy products. One of the biggest reasons why small medtech companies are defeated with regards to adoption. 
NHS works on short-term returns on investment (within a financial year) so if they can’t see any return within 1 year it will fail adoption. 
Social Care and NHS integration is a large initiative = Integrated Care System acts a strong driver for NHS to purchase products. The NHS tends to adopt technologies that relate to key initiatives and think about the progressive steps requires to adopting your technology. 
Handy pneumonic to remember drivers is PESTLE = political, economic, socio-cultural and technological.

Health economics

Winning quadrant is that your technology is less expensive and more effective than the existing state of art. 
Don’t always dismiss the other quadrants, one example where the product was worse than and more expensive than competitor is luxury cars. 
Types of Health Economic Analyses:
· Cost-effectiveness = clinicians and developers based on outcomes
· Cost-utility = QALYs for pharmaceuticals delving into Quality of Life
· Cost-benefit Analysis = demonstrates value for money typically for business managers
· Budget Impact = NICE (National Institute for Health and Care Excellence) mandate to demonstrate medtech performance by comparing existing population and pathway.
NICE is an entity that can help accelerate your product to adoption – they will consider your product very carefully and adds considerable weigh to your value proposition for future customers.  
For each country that you want to access you’ll need to conduct a trial and gather evidence there. 



3. [bookmark: _Toc42872947]FRENCH HEALTH AND CARE MARKET 
Speaker: 	Sohail Nourestani (Eurasanté)
Date of training module: 	12/02/2020

E-health refers to e-prescriptions and appointments, telemedicine, m-health, personal health records and management and decision making.  

Challenges:

1. Dematerialization of the patient doctor relationship
2. The P4 Health Spectrum: Preventive, predictive personalized and participatory medicine will take on all its meaning. There is broad agreement that the current framework used to guide healthcare and chronic disease management is largely ineffective. As such, there is a need to re-conceptualize the paradigm to focus on wellness and the prevention of chronic disease and associated risk factors first and foremost. Read more here : (https://indico.cern.ch/event/679940/attachments/1570151/2476483/P4-Health-Spectrum-2017.pdf) 
3. Augmented Patient: data will be available at anytime and anywhere 
4. Cyber security: concerns about data protection and security
We are currently experiencing the 4th Health Revolution. As technology advances, it will enable greater medical breakthroughs and the faster development of innovative treatments and medications.

	
	World
	France

	Market Size
	$46 billion
	€2.8 billion

	2020 size estimation
	$61 billion
	€4 billion

	CAGR growth
	33% for 2015-2020
	4-7%



Nearly three-quarters (74%) of all e-health products across the world are m-health services. 
Lille is located less than 300km from 5 European capitals, holding access to a market of 80 million people. Lille has 1,000 health companies and is the 3rd largest region in all of France for data-management and e-health. 
The Hébergeurs de Données de Santé (HDS) certification is required for entities that host personal health data to ensure it is adequately protected. You must acquire certification or partner with an entity that does (for a price) to access this data. Some hospitals host their own data. 



4. [bookmark: _Toc42872948]FRENCH HEALTHCARE MARKET REGULATION
Speaker: 	Adrien Rousseaux (Opencooking)
Date of training module: 	12/02/2020

The two main regulatory paths to navigate through:

1. Data protection
The main entity for informing, educating and protecting data is CNIL. They authorise data processing and conduct audits. Violating GDPR results in a fine of €20 million.
Main principles include:
· Purpose limitation
· Data minimisation
· Lawfulness, fairness and transparency
· Accuracy
· Storage limitation
· Integrity and confidentiality
Data processor must provide a Privacy Impact Assessment. This is extremely important because 10% of FR healthcare professionals have been hacked in the last couple of months. 

2. Public health code
ANSM is the French national agency for medicines and health products safety.
ASIPSANTE is the French agency for shared health information systems.
DMP is the French national electronic medical record (rarely used by doctors and less so by patients, only 8 million are open but less than 1 million used. Individual must open their DMP themselves). 
The purpose of a medical device (defined by Regulation (EU) 2017/745)  includes the:
· Diagnosis, prevention, monitoring, prediction, diagnosis, treatment or alleviation of disease 
· Diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability 
· Investigation, replacement, or modification of the anatomy or of a physical or pathological process or state 
· Providing information by means of in vitro examination of specimens derived from the human body, including organ, blood, or tissue donation 
There are 4 classes divided up with regards to its invasiveness and duration of use which will result in a CE mark. 
Class 1 (for the least risky medical devices) requires mere self-certification, all other classes require involvement of a notified body. 



5. [bookmark: _Toc42872949]UK SUPPORT AND REFUND
Speaker: 	Neil Roberts (SEHTA)
Date of training module: 	12/02/2020

“Simple guide” to UK reimbursement process is 72-page document and yet doesn’t hold as much significance in the UK vs France or USA because the healthcare system doesn’t essentially give money back directly. Instead, the NHS has an internal basis system accounting for the provider and purchasers.  
The NHS is not funded through insurance but personal taxation instead – treatments are “free” at the point of need (we don’t get an invoice at the end).
Back in 1990 one of the biggest reforms to the NHS was the creation of an internal market (“NHS and Community Care Act”) so there were distinct purchasers and providers.  One of the most significant changes arising from this was the establishment of ‘GP fund-holding’, which enables GPs to take on budgets and purchase services from hospitals and other providers on behalf of their patients. This triggered a more competitive landscape where external providers could bid for NHS contracts.  
Ultimately, this has transformed into the “Payments by Results” method we use today in which the commissioner sets a tariff for each medical intervention. Through a whole series of ~26,000 HRG (healthcare resource group) codes they can apply these specific charges and have them reimbursed through contracts with CCGs. The NHS is only paid based on the number of patients they treat. All tariff information is available on NHS website.  
The tariff is based on best practice – accounting practice within NHS is imprecise, meaning that the tariff is not the concrete truth. The hospital keeps any monetary difference left over so if a technology can fulfil the intervention at a lower cost than that stated in the tariff in a significant way then the net benefit to the provider will act as an incentive for them to adopt your technology.  This also creates a market opportunity within the private market (Nuffield Health, BUPA, Virgin Care etc) – there have been many instances where a technology solution company partners with a private healthcare provider so that they both profit by undercutting the tariff.  



6. [bookmark: _Toc42872950]FR SUPPORT AND REFUND
Speaker: 	Nicolas Labadie (Eurasanté)
Date of training module: 	12/02/2020

The Assurance Maladie Obligatoire, the mandatory health insurance system, covers the entire population. French employers must pay at least 50% of all their employee’s health insurance.
France spends 11.5% of its GDP on healthcare, supporting a population of 67 million people. 

Primary care:

· Patients are free to consult any healthcare provider (including specialists) without a referral. 
· A gatekeeper system (‘médecin traitant’ – doctor, general practitioner) widely adopted
· Remains voluntary; patients not registered with a gatekeeper practitioner – normally a general practitioner (GP) – or who consult a specialist without a referral are reimbursed for the consultation fee at a lower rate.
· Office-based doctors are paid on a fee-for-service basis, (fixed with the UNCAM)
· Around 60,000 office-based general practitioners, 54,000 specialists and 208,000 physicians. 
Secondary care (majority are specialist):

· Around 3,000 hospitals, 31 CHU and 20 cancer centres
· 55% public funded, the remainder are not-for-profit private hospitals.   
· Patients can choose which hospital to go to across the country (DR advises where to go to)
· Private hospitals aren’t necessarily offering better healthcare than public hospitals 
You can’t receive reimbursement from the French healthcare system for your medical device without having a CE mark. Additionally, the device must be declared to the Health Products Safety Agency (ANSM) for post marketing surveillance.
Hospital care reimbursement is financed by either the GHS tariff (grouping together disease-related groups) or the LPP (“Liste des Produits et Prestations remboursables”). Tariffs are determined by CEPS (Economic Committee for Health Care Products) and are conditioned by the ASA grade given by HAS (Haute Autorite de Sante). The LPP is for more expensive and/or more innovative technologies that are classified into five categories:
1. Medical devices for treatments and devices for life care, dietetic food and dressing articles
2. External prostheses and ortheses
3. Implantable medical devices
4. Physical handicap vehicles
5. Invasive medical devices non eligible to category 3 
There are two ways to exist on the LPP – either as a generic line (most common) or the trade name. For the latter option, the manufacturer must submit a technical and economic dossier to CNEDiMTS.
The whole process takes on average between 3 and 4 years to fulfil. 
The COMEDIMS (Comité des Médicaments et des Dispositifs Médicaux Stériles) is a subcommittee set in every hospital/group of hospitals, which enlists and decides which devices to buy for their respective hospitals.
TIP: Meet HAS (Haute Autorité de Santé) (for free) to discuss clinical/health economic data that needs to be gathered for dossiers to access French healthcare market.



7. [bookmark: _Toc42872951]UK PROCUREMENT AND CUSTOMER RELATIONSHIP
Speaker: 	Neil Roberts (SEHTA) 
Date of training module: 	04/03/2020

The UK devotes 9.6% of its GDP to healthcare, whereas in USA they expend 17.2% of their GDP on healthcare (OECD Statistics, 2018). The NHS, by international standards is an efficient and effective healthcare system. However, future funding requirements fall well short of government provision in times of austerity and there are real challenges to meet efficiency targets and cost-savings, especially when the UK contends with an ageing population with increasing numbers of elderly people with long-term conditions. 
Essentially, Clinical Commissioning Groups (CCGs) hold the bulk of the NHS budget (two thirds) and commission primary care (GP) and secondary care (acute hospitals) to provide healthcare to regional populations. The link between primary care and secondary care is complex in that GPs commission secondary care on behalf of patients. 
CCG budgets are based on population demographics, which they can assign to the different health providers under their control, including NHS Trusts. They distribute money to cover actual provider costs, penalising when outcome targets are not met (e.g. too long waiting in A&E or for operation).  There is a track record of overspend by CCGs. For example, at the end of 2016, it was recorded that CCGs had overspent by almost £240 million but NHS England still anticipates savings through efficiency gains and attempts to manage overall NHS finances to budget (HSJ, 2016).
Most General Practices are Limited Liability Partnerships (private businesses) receiving money directly from NHS England based on size of patient list, proportion of patients with certain diseases, proportion of these patients who receive certain checks and who remain within certain defined health boundaries through the Quality Outcome Framework (QOF) system. 
NHS Trusts provide health and care services in hospitals, mental health institutions and in the community - elective and non-elective (including emergency service by some providers). Over 50% NHS trusts are planning to end the year in financial deficit; this could collectively reach over £850 million, and around 75% of the Trusts in deficit are acute hospitals. Goods and services purchased by NHS Trusts over a certain minimum threshold (can be £10k) are governed by complex legal procurement rules to ensure transparency, value for money, equal treatment and suitability of provider. However, individual clinicians can persuade internal procurement departments to purchase relatively inexpensive items or services. 
£5.7bn (around 4% of the NHS Budget) is currently spent on General Supplies and Medical equipment. There is a large focus on making purchases that are “cost effective”. 
Health economics can be defined as the study of how scarce resources are allocated among alternative uses for the care of sickness and the promotion, maintenance and improvement of health. There are 4 types of Health Economic Assessment:

Cost-effectiveness analysis (CEA)

Cost-effectiveness analysis is a specific type of health economic evaluation that assesses the costs and health gains of an intervention compared with one or more alternatives over a time period. This analysis is distinguished from other types of health economic evaluations e.g. cost-utility by the fact that the outcomes analysed are a common natural unit, such as years of life gained, cases detected or symptom free days. A cost-effectiveness analysis is typically summarised by an incremental cost-effectiveness ratio (ICER). 
A CEA is particularly important to The National Institute for Health and Clinical Excellence, as reflected by the fact that they use an ICER threshold of £20,000–30,000 per QALY when making recommendations for the approval of a new treatment into a care pathway. However, a higher ICER threshold may apply to rare conditions where few alternatives exist. 

Cost-utility analysis (CUA)

Another common type of health economic evaluation is a cost-utility analysis, which incorporates a patient’s quality of life when determining the overall effect of an intervention. The cost-utility value is quality-adjusted life years (QALYs), a composite measure of quantity (life expectancy) and quality of life valued according to personal preferences. QALYs measure health gain whereas DALYs measure health loss, an inverse value. For example, the weight for death is 1 for DALY but 0 for QALY. 
For each intervention, a cost-effectiveness and cost-utility analysis can be used to calculate ICER values expressed on a cost per QALY gained basis. Cost-utility analysis is especially important for conditions where interventions might not change life expectancy but can have substantial benefits on quality of life, such as COPD. 

Cost-benefit analysis (CBA)

A cost-benefit analysis places a monetary valuation on health outcomes using a metric such as willingness-to-pay (WTP). WTP derives the maximum amount of money an individual is willing to pay for a health outcome such as symptom/pain-free days. This can therefore be used as a crucial indicator to ascertain the importance and worth of a particular health state. CBAs calculate a net benefit by deducting costs from health outcomes (i.e. QALYs), with the idea that an intervention is cost-effective if the net benefit is positive. 



8. [bookmark: _Toc42872952]FR PROCUREMENT AND CUSTOMER RELATIONSHIP
Speaker: 	Hélène Le Ménager
Date of training module: 	04/03/2020

Healthcare and Medical Establishment Figures:

· Public Establishments: (1010, accounting for 62% of total beds) 
· Private Establishments: (720 non-profits + 1050 profit-making = 1770, accounting for 38% of beds) 
· Healthcare structures: 2780 structures 
· Medical & social structures: ~ 35,000 structures
Healthcare practitioner figures:

· Doctors: Specialized 60 000, General Practitioner 55 000 
· Dentists: 37 000 
· Nurses: 80 000 
· Physiotherapists: 60 000 
· Pedicures: 10 500 
· Speech Therapists: 17 500 
· Orthoptists: 2 000 
· Midwives: 4 500 
Important French National Institutions: 

· Health and solidarity Ministry 
· Heath General Management (DGS): Plans and organises the national health prevention policy 
· Care Offer General Management (DGOS): Plans the national Care Offer and hospital investments 
· Social Action General Management (DGAS): Drives the implementation of social action policies 
· General Inspectorate of Social Affairs (IGAS): Checks the implementation of public policies 
· High Authority of Health (HAS):  Measures the impact and usefulness of medical acts reimbursed by the CNAM, regulates the certification/empowerment of health establishments, and is responsible for good practices in healthcare


9. [bookmark: _Toc42872953]UK HOW TO SET UP A COMPANY & FUNDING OPPORTUNITIES
Speaker: 	Dr David Parry (SEHTA) 
Date of training module: 	25/03/2020

There are three types of companies: sole traders, limited traders and partnerships. 
There are rules surrounding naming your company in in the UK and brands require a TM for protection. 

Legally in the UK a company must establish National Insurance, pension and payroll. 

Companies limited by shares are legally separate from owners and can keep any profits it makes after tax. Shareholders own (equity) and control a company, forming a Board. 

Tip: ask an accountant to help set up your company. The process will involve registering at Companies House (to decide the company’s official address and Standard Industrial Classification), paying Companies House £100 and registering for corporation tax. 

When considering funding opportunities, it is imperative to understanding your technology readiness scale (TRL) and get subcontractors and partners ready from an early stage. The majority of grant competitions address technologies in the middle range of TRLs. Many grant competitions are open for brief windows of time, so it is crucial to be prepared!

All UK medtech/digital health grant competitions must be led by a UK-based company. Large companies should double check to make sure they are eligible. Subcontractors can originate from outside the UK but must be justified (i.e. skillset/facilities not available in the UK)

Tip: get help for writing grant applications, do not underestimate the time it will take to fill complete (can easily take a week if starting from scratch!) Writing answers to the questions within the word limits are a challenging task but do not forget the Appendices too (risk register, CVs, letters of support, GANTT chart etc). Use buzz words and UK policies e.g. NHS long term plan to make your application compelling and argument strong. Make sure that you answer all elements to each question!

UKRI, Charities (such as Wellcome and Gates Foundation), EU, Private Investment. Innovate UK have themed calls i.e. Biomedical Catalyst and Digital Catalyst as well as regular open calls (SMART Award) but be aware that they require match-funding. Successful Innovate UK applications have a strong business plan and a perfectly executed application as it can be very competitive. NIHR are a big funder for medical technology support. They offer a pre-application form and i4i grant awards that vary in size (Product Development Award offers £millions whereas the Connect Award offers up to £150k for a 6-12 month projects). Successful i4i applications tend to be University led and involve support from a Clinical Research Unit, focussing on research and clinical trials. 

SBRI grant competitions (innovation focussed and released twice a year): 

· Phase 1 - 6 months and £100k
· Phase 2 (eligible only if previously successful for SBRI Phase 2) – 12 months and up to £1 million

Be aware that winning a grant award offers no guarantee of NHS adoption!



10. [bookmark: _Toc42872954]FR HOW TO SET UP A COMPANY & FUNDING OPPORTUNITIES
Speakers: 	Guillaume Caitucoli & Benoît Lelong (Eurasanté)
Date of training module: 	25/03/2020

You have to open and register your company at the Liaison Office. Subsidiary companies hold legal and fiscal autonomy from the head company and pay French taxes. 
The Partner’s agreement is a contract between the various partners which will complement the statutes, on more strategic subjects. Contrary to the statutes, it is confidential: only its signatories can know its contents. It allows the Company Partners to protect themselves from potential situations and give binding force to solutions in advance. 
Various documents need to be collected in addition to the statutes: 
· Attestation of deposits of funds in the bank; 
· Certificate of publication of legal notice; 
· Proof of domiciliation; 
· Copies of corporate officers' national identity cards; 
· Declaration of non-conviction and filiation for all of the corporate officers; 
· M0 form.
 All of these documents must then be sent to the Trade and Companies Register. Today, it is the Centre for Business Formalities that centralizes all these procedures. 
To protect your company name and set u any TM branding you need to consult the Institut National de la Propriete Industrielle. 
Crédit Impôt Research = Research Tax Credit that covers 30% of outlays up to 100 million euros per year for companies of all sizes and research phases. Alternatively, there is Credit Impôt Innovation (CII) = Innovation Tax Credit available to SMEs that covers 20% of innovation expenses worth up to €400,000 a year. The CII could apply to all innovation expenses concerning prototype design of new products or pilot installations of same nature. The innovative activity must concern new tangible or intangible products that are not yet on the market and differs from existing or previous products with superior technical performance, eco-design, usability or functionality.
Bpifrance stimulates innovation and French business growth by providing loans/grants/innovation contests. Bpifrance is an innovation agency that distributes 1.3 billion euros of innovation soft loans to 6000 companies every year. 
Honour medium-term loans such as the seed loan (PPA: Prêt Pour l’Amorçage in French) are eligible to entities less than 5 years old. The loan ranges from 50 to 150k€ (but capped at the amount of net equity) over a 7-year period with a 36-month deferral for payback.

11. [bookmark: _Toc42872955]UK/FR BREXIT AND REGULATIONS

Speaker: 	Jacques Du Preez (Psephos) 
Date of training module: 	25/03/2020

CE Marking (offers access to 28 European country markets) + FDA (USA market) means you cover approximately 70% of the World’s market = 500 million people.  Certification protects users and producers and helps you sail through to the other markets too i.e. Asia, Africa and Middle East. The whole CE process can take 40-80 weeks plus a further 6-7 weeks to receive the certificate!

Medical Device Regulation (MDR) coming into force (replacing Medical Device Directive) on 26th May 2020. As a result, some Class 1 software will become re-certified and change to a higher Classification necessitating much more evidence i.e. real-world history of complaints and post-market follow up. 

The 9 medical device requirements (CE) focus mainly on risk! There are others beyond these. The CE marking process starts by confirming the technologies’ intended purpose and classification (I,IIa, IIb,III). The classification determines the conformity route:

Class I  Technical documentation + QMS  Self-certification
Other Classes  Technical documentation + QMS  Notified Body

Declaration of conformity is paramount. It is the responsibility of the manufacturer to determine the classification although the MHRA (competent authority in the UK, for France it is ansm) can be helpful to determine where your technology fits in. Apps that measure or provide advice for specific medical conditions enter a ‘borderline area’ that may require certification. 

The Quality Management System (QMS) is a strategy for compliance, risk management, clinical evaluation and setting up and monitoring post-market surveillance. 

Annex II Technical Documentation (which can be small) includes the following:
· Device description and specification
· Information supplied by the manufacturer
· Design and manufacturing
· General Safety
· Benefit-risk analysis
· Product verification and validation 

Promotional materials are also investigated to ensure that what is advertised is supported 
Meeting language requirements for markets will assist with international export, translational services can be timely and costly. In the EU it is acceptable to use symbols (but not in the US). 

No medical device is 100% safe, there needs to be consideration of the safety in the whole lifespan of the device. ISO14971, the ISO standard for the application of risk management to medical devices, covers this and is recognised globally. 

There are 55 notified bodies for conformity assessment of medical devices (but realistically 10, some are the same/same resource!) An SME can use any of these, but we advise to avoid BSI (0086) as it is transferring to the Netherlands so will be different with BREXIT. 

BREXIT transition period until 31st December 2020. UK will continue to follow EU rules for medical devices through this period and notified bodies will continue as usual. Tip: Take into account that it can take months to be assigned a Notified Body as there is a long waiting list. 



12. [bookmark: _Toc42872956]UK DATA PROTECTION

Speaker: 	David Hill (Hill Dickinson) 
Date of training module: 	25/03/2020

GDPR is uniform across Europe (imposes same requires therefore as France) and will continue to apply after BREXIT. The Data Protection Act 2018 is the UK legislation that complements the GDPR. Accountability is a key principle of GDPR, always keep a detailed record and show awareness of responsibilities. 

The General Data Protection Regulation sets out the following six data principles.  Put briefly these principles require that personal data (information) must be:
1. Processed fairly and lawfully in a transparent manner.
2. Obtained and processed only for specified and legitimate purposes.
3. Adequate, relevant and limited to what is necessary.
4. Accurate and kept up to date with inaccurate data being rectified or erased.
5. Kept for no longer than is necessary.
6. Protected against unauthorised or unlawful processing, accidental loss or damage.
The Information Commissioner is the Supervisory Authority in the UK that offers exclusive guidance related to GDPR. Support received from them varies hugely in speed, they can be very quick or slow!

Tip: Get a Data Protection Officer (DPO), for some companies it is an essential requirement. Under the GDPR, appointing a DPO is mandatory under three circumstances:
1. The organisation is a public authority or body.
2. The organisation’s core activities consist of data processing operations that require regular and systematic monitoring of data subjects on a large scale.
3. The organisation’s core activities consist of large-scale processing of special categories of data (sensitive data such as personal information on health, religion, race or sexual orientation) and/or personal data relating to criminal convictions and offences.
SMEs are not exempt from the DPO requirements, should any or all of the above apply to them.
The GDPR introduces a new obligation to do a Data Protection Impact Assessment (DPIA) before carrying out types of processing likely to result in high risk to individuals’ rights and freedoms.  A DPIA is a process to help you identify and minimise the data protection risks of a project. A DPIA can take anything from 5 days to 14 weeks! 

Duty of Confidence applying from taking any information from health records (breaching = sharing with third parties) – Matter of civil liability (they can sue) 

Implied consent to health data can be obtained when a hospital doctor receives an inpatient’s medical history i.e. it is implied that this can be stored and shared with nurses and hospital administrators. 

The NHS data security and protection toolkit are an online self-assessment tool that allows organisations to measure their performance against the NHS’ Caldicott Guardian principals. It is transparent with the GDPR policies but separate. 

Information governance teams are very important and can be isolated from senior management. Bring them in early.  Data protection should be considered front and centre, not last minute! 



13. [bookmark: _Toc42872957]FR DATA PROTECTION

Speaker: 	Adrien Rousseaux (Opencooking)
Date of training module: 	25/03/2020

A controller is the natural or legal person, public authority, agency or other body which, alone or jointly with others, determines the purposes and means of the processing of personal data. 

A processor is the natural or legal person, public authority, agency or other body which processes personnel data on behalf of the controller.

When there are two or more controllers who jointly determine the purposes and means of processing, they are called joint controllers.

Data subjects have the following rights: 
· Be informed
· Have access
· Objection
· Rectification  
· Erase
· Restriction of processing 
· Movement
· Not be subject to automated individual decision making, including profiling 

A data controller and data processor must maintain a record of processing activities under its responsibility or carried out on behalf of a controller. However, this is not mandatory if the company has < 250 employees; the processing is occasional, is not risky to subjects rights and does not include special categories of data. 

Important links:
https://www.cnil.fr/sites/default/files/atoms/files/cnil-pia-1-en-methodology.pdf
https://www.cnil.fr/sites/default/files/atoms/files/cnil-pia-2-en-templates.pdf
https://www.cnil.fr/sites/default/files/atoms/files/cnil-pia-3-en-knowledgebases.pdf
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Human Centred Design refers to the human-centred approach and strategies that anyone can learn to create solutions that will naturally resonate with people (emotionally/functionally) so that the solution holds relevance and meets the needs and holds value for intended recipients. 

A meaningful innovation delivers solutions to people, has a real-world impact and is commercially relevant. Collaboration is key as it opens up the scope of inviting input, skills and critique - embrace diversity of viewpoints and backgrounds. 

Design = creating solutions that lead to improved outcomes. Not just furniture and fashion, encompasses a whole range of things i.e improving the experience for an existing product.

Innovation = Creation of new products that deliver to people and lead to success. Novel, never been done before. Once can argue that innovation happens at the beginning and subsequent evolution from this alpha version is design. 

Companies that place innovation and design at the forefront tend to be more commercially successful. Design-centric enterprises outperform the general market by a significant margin. 

Cannot ignore importance of design in healthcare sector, although it is not mandatory. Users engage better (adhere) with beautifully designed products and clinicians perform their duties with extra care, diligence and added efficacy. 

There are risks and hurdles along the innovation journey. Human Centred Design minimises these risks. Human Centred Design = practice of creating solutions that lead to improved outcomes, where those solutions are driven by the needs, desires and contexts of the people which they affect. Key questions to consider, is it:
1- Desirable
2- Feasible
3- Viable

Overlapping these three things is crucial for successful innovation!

Need to understand the desires of internal and external stakeholders - don’t focus on just the end-user i.e. patient but also the healthcare professional, carer, purse-holders etc.

Product development goes through 3 phases: 
1- Concept
2- Implementation
3- Release

Studies show that the cost and impact on a business to revise a product as it nears release increases exponentially so it is very important to involve stakeholders for HCD from an early stage and learn as much as you can as early as possible is absolutely necessary!

PDD have created a toolkit of HCD methods that help companies to gain insight from stakeholders in interactive ways. 

Case studies:  

1. Merck Serono EasyPod -growth hormone product coming off patent with a lot of auto-injection biosimilar competitors. PDD investigated the entire healthcare pathway (stakeholder mapping) and patient experience to understand their challenges (experience mapping) i.e. remembering doses, fear of injections, complicated process, emotional burden on children and their parents etc. PDD designed a device that is comfortable for both a child and adult to hold, records dosages given, pre-programmes this dosage, hides the needle and implements control settings for depth/pace of needle. This final improved solution empowered the users, gave them peace of mind in a personalised way and increased company revenue. 

2. Pfizer Exubera is a cautionary example when HCD was not fully taken into consideration because the final product led to the avoidance of needles for ingesting insulin but was very large, not user-friendly, and so nobody wanted to use it and there was a massive disconnect. 
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Innovate in adequacy with the user’s need = Better understand the context of the stakeholders. Innovation will need to meet the needs of many stakeholders, including:
· Patients
· Patient Associations, Charities and Key Opinion Leaders
· Doctors/GPs
· Licensed health professionals
· Hospital health professionals
· Health and policy leaders (ANSM, HAS, ARS) - distribute money depending on the needs of that region. 
· Industries and pharmaceuticals
· French health sector is driven by four levers:
· Innovation Access
· Healthcare Access
· Medical coordination
· Medical security

When you ask people what your innovation should do and what their needs are, you won’t get the direct answer that you should innovate upon. There are subtleties that need to be factored in whilst conducting focus groups. For example, Henry Ford said: “If I had asked people what they wanted, they would have said faster horses...not cars!”

Two policies boosting innovation in the French healthcare system:

· Article 51
· ARS Maison de Sante pluridisciplinaire
Both aim for the public and private sector to cooperate and ensure that clinical validation can be bypassed (reduction from 4-5 years to 6-7 months) to accelerate market adoption of innovation. 

Working with stakeholders:

· Must remember that you are not designing for yourself, you shouldn’t be in love with the product but the problem you are solving!
· Build a customer-centric roadmap to help you stay on track as the path is ever changing.
· Strong clinical incentive for clinicians include publishing peer-reviewed papers to gain recognition. 
· Find the problems that people are fighting against and see how they are evolving to find future opportunities for innovation.

Focus Group Tips:

· Interviewer leads the discussion. Apply active listening principles, record the session (oral, non-verbal, written). Create a written agreement for focus group members to sign. 
· Don’t cluster all stakeholders into one focus group, either do individual sessions or segment focus group sessions into people with like-minded needs i.e. patients will not be fully honest and open if doctors are present!
· Create a structured list of questions for your focus group, come prepared on what research topics you want to cover. 
· Don’t ask misleading or yes/no questions so you can extract more meaning from responses and encourage a lively discussion. 
· Don’t correct/teach the interviewees, reassure them that there are no wrong answers! Leave time for questions and comments at the end. 

Analysing Focus Group data:

· Compile qualitative insights in a structured way for each focus group participant. 
· Create a focus group bio for each interviewee – aggregate the type of problems observed for those with similar bios and try to understand why. 
· Benchmark your solution to the market with a quality vs price chart 
· Quantify the impact of the value added by your innovation.  
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Co-Development = form of partnering / collaboration arrangement in which they can advance the development of a product where the development risk and commercialisation rewarded are shared. 

Types of Co-Development Models:

· Corporate Joint Venture (SPV) = two partners co-own a company that is the vehicle through which they develop and commercialise a company. Very formal and uncommon arrangement, suitable for high value or potentially high-risk ventures. 
· Partnership = legal, many GP Practices and law firms operate this way, shared viability bears a risk that partnerships can fall into becoming legal partnerships without intending to do so. 
· Contract joint venture = most collaboration arrangements work under this arrangement in which two or more companies have a contract that specified who does what, who bears the risk and who benefits from the rewards. 

Early Stage Documents

NDA = non-disclosure agreement (otherwise known as a confidentiality agreement), often is short and is signed early on during co-development whilst disclosing information to another business/individual. They are valuable as a way of signalling intent for more serious discussions and the importance of what the parties are doing. They are less important for legal recourse as they are exceedingly difficult to enforce (despite being legally binding) and take someone to court for if someone breaches it. Exclusivity can be included into an NDA to prohibit an individual from talking about their co-development with that party until a deal is signed.

MOU = memorandum of understanding (otherwise known as letter of intent or heads of terms) sets out key agreed terms and objectives for collaboration and how the parties will work together. It is optional and not legally binding. Often signed prior to submitting a grant application.  

Formal Document 

· Collaboration agreements – for once you have agreed on co-development (otherwise known as a joint venture agreement or partnership agreement), i.e partnering with a hospital. Parties often proceed without one which puts themselves at legal risk of not being paid, not receiving access to data etc. Collaboration agreements are overarching documents that set terms and framework of how the parties will work together. 
· Data sharing agreements – sits alongside a collaboration agreement. Permitting data sharing/processing etc.
· Funding agreement – e.g. Innovate UK, SBRI, ERDF
· Supply chain agreement – manufacturing, software development and licencing 

Service Level Agreements (SLA) are often used by the NHS is not always legally binding so make sure that you fully understand what it is. 

Intellectual Property 
NHS is in a better position now than it was 5 years ago surrounding IP, particularly those associated with the AHSN. 

Background IP = inventions protected by IP law, the IP you and your partners already have, i.e. software, algorithms, medical devices. Make sure you own it not your software developer for example. 

Foreground IP = IP that you create during co-development with partner (can be jointly owned or licensed). 

Software and algorithms are extremely hard to patent so copyright is more likely to be the IP right you will rely on. 
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Main reasons to grant or take an IP license:
· Sharing risk – where licensing the right to manufacture and sell products, licenses can receive royalties but with none of the risk of manufacturing, promoting and selling those products. Meanwhile, licensees can use the IP without the expense and risk of the research and development. 
· Revenue generation – an owner of the IP may commercialise the IP itself and obtain additional income through licensing to someone else to commercialise in a different field. 
· Increasing market penetration – an owner of IP may license another business to sell in territories that the owner cannot cover. 
· Reducing costs – a business may “buy in” innovation to reduce its research and development costs. 
· Saving time – a business may get products or services to market more quickly by acquiring a license to use existing IP, instead of re-inventing the wheel. 
· Accessing expertise – by taking a license, a business may tap into expertise that it does not have in-house
· Obtaining competitive advantage -by acquiring a license to use IP, a business may obtain an advantage over its competitors
· Collaboration – businesses may want to work together to develop new products and services. 

When granting or taking a license is not appropriate:
1. A business, which has the ability to commercialise its own IP, may better achieve its objectives by keeping that IP to itself
2. Businesses should wary of licensing their IP in circumstances where the value of that IP may be diminished
3. The prospective licenser may want to charge royalties that are too high and may restrict the growth of the business. 
4. The IP to be licensed may be too weak – if a competitor could work round it and take away market share, it may not be worth investing in a license.
5. The IP to be licensed may not be valid, for example where a patent is open to challenge or because the prospective licensor does not own and does not have the right to license the IP. 
There are two types of NDAs: 
· One way: for when you are disclosing confidential information to someone but they’re not disclosing anything to you.
· Mutual: if you and the other person are passing confidential information to each other, then that is a two-way or “mutual” NDA. 
In France, NDAs can sometimes be seen as counterproductive and parties may not want to sign anything unless there is a very strong relationship. 
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Simply put, the Supply Chain is how we get a product to market 
More than half of all NHS trusts have operated in deficit year-on-year, which has had a negative impact on innovation being adopted into the NHS as there has not been the money or appetite to invest in these technologies. 
This year, the NHS has written off the deficit for those trusts meaning that going forward NHS trusts will have a fresh start. Although, the deficit has been transferred onto a balance sheet so that once the NHS Trust generate revenue this deficit is paid off. 
We tend to think of the NHS as a single entity but each trust has their own standards and can buy what they want for that particular Trust (dynamic purchasing systems). 
There are ~500 private hospitals in the UK. Top private hospital providers in the UK include Spire, BMI, HCA and Nuffield Health.  NHS consultants that work in the public sector also work in the private sector. So, a good way to accelerate market uptake is by approaching a consultant so that you access both markets using one contact. 
STPs have a large role in the strategic rollout of digital health technologies. 
Health Led Investment Programme backed around £450 million aimed to provide electronic patient records for secondary care and accelerate NHS digitisation. Oddity in that all primary care patients have electronic records but not secondary due to problems in data sharing and communication between primary and secondary care. 
NICE evaluations and fast-track programmes are helpful in getting the word out about your technology and demonstrating its potential health benefits. These used to be free as they were covered by the government but now must be paid for by the company totalling ~£30k. 
Tip: Digital health technology SMEs should look out for initiatives and funding opportunities from NHSX. 
ORCHA review app-based technologies and work under contract by the NHS. Their score helps to inform whether healthcare professionals should or should not recommend a particular app to their patients as a “recommendation”. 
The NHS supply chain was originally contracted to DHL but that has become fragmented into “Towers”. NHS Supply Chain “Towers” are the categories with which the NHS manage each of those clinical requirements. There is an absence of anything termed digital health as it is seen as a component of a system. Good thing about the NHS is that it is all transparent, so all details required to enquire is available online. If there is no demand then do not approach the supply chain, target innovation hubs instead. 
Post COVID-19 productivity in healthcare settings is expected to decline, to endorse social distancing, meaning that waiting lists will get longer. Remote consultations are expected to increase in popularity dramatically and this will create new opportunities for commercial success in the digital health market. For example, e-consult have seen a dramatic increase in installations as a result of coronavirus. 
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French service providers for dependent people include AIMV, Prodessa, ADEA presence, Atôme, AFAD, AIDADOMI, ASSAD, DOMIDOM, SILVER ALLIANCE and Adhap services. 
French healthcare professionals include croix-rouge française, APF, SYNERPA, KORIAN, ORPEA and LE NOBLE AGE. 
French insurance health companies include Groupe APICIL, Carsat, MUTUALITE FRANCAISE, CCAS and l’Assurance Retraite. 
Bluelinea has a nationwide presence in France and during lockdown it was impossible to visit hospitals and nursing homes to promote theirr solutions. So, they participates in the global efforts against the pandemic by developing a HELP “free self-help platform”  to deliver services and consumables for free to care homes and the elderly. We quickly gathered demands from 100s of establishments and added a sales channel by incorporating an e-shop, committing to deliver within 2 days, to generate revenue. Without COVID-19 this platform and e-shop would have taken several weeks to complete but Bluelinea managed to achieve this in just weekend. As a result of this successful launch, Bluelinea now have some very strong contacts with large care homes and private health companies. 
The second initiative that Bluelinea took was a national operation to take care of seniors in French communities. Bluelinea worked with partner healthcare insurance companies and healthcare establishments across several cities and asked them to provide a list of people aged 65+ years. Bluelinea called up all of these individuals and made sure that they were not isolated, had support at hand and were not worried or stressed about the pandemic. 1% were identified as isolated and 13% in trouble



To get in touch with Smarthealth Partners: 
[image: ] For United Kingdom please contact:
South East Technologies Alliance (SEHTA): Clare Ansett - clare.ansett@sehta.co.uk
(https://www.sehta.co.uk/Post/eu-smarthealth-project) 

EPM: Kathy Vuillaume - kathyvuillaume@epmconsultancy.eu 
(http://www.epmconsultancy.eu/smarthealth.php)

[image: ]  For France please contact: 
Eurasanté: Sohail Nourestani - snourestani@eurasante.com
(https://lille.eurasante.com/european-project/smarthealth/)

Amiens Cluster: Julien Hernandez - j.hernandez@amienscluster.com
(https://amienscluster.com/smarthealth/)
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