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Z he European Health Parliament inspires not only its members
but also us, who have worked in healthcare for many years.

t Innovative thinking is what drives forward the fields of robotics, Al and
= precision medicine. And | see the same kind of innovation coming from the
“« ’ members of this committee. By making digital health available, affordable

and acceptable, we can ensure a healthy Europe for years to come.
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To say that | enjoyed working with the young minds of this committee
would not be enough. We will continue to work together long after this
session of the EHP has ended. I'm confident that not only will they
make health great again, they will also make it digital.

Member of the European Parliament (EPP, Poland)

fully agree with the submitted strategies to implement digital
SRS & solutions in European health systems. True digital transformation
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- requires a sharp break with past practices, legacy systems and even

\: long-standing partners. To make that possible, Europe needs to map out

- > how it intends to migrate from the past to the future. We need to be in a state
of constant #Digitalhealth revolution. Thank you for your thorough work.

Former Member of the American PPACA Commission

For many years we have been focused on identifying excellent
governance models, often losing ourselves in demagogic clashes
on public health systems versus private ones. The merit of this report
lies in how it shows that the future is already here [see Peter Durcker]’,
which, between the Internet of Things, robotics, infrastructure and

digital health technologies, identifies a revolution that brings an
unprecedented value creation.



Affordable

Adapt health systems to incentivise the use of digital health technologies, by developing

appropriate reimbursement models.

|
Exe C u t Ive S u m m a ry Ensure digital health in all policies, starting with the next MFF.

Adapting health systems to integrate digital health technologies would accelerate R&D as

well as manufacturing, thus driving down the cost of new discoveries. This speeds up access
for patients and will ease the burden on our health systems.

Acceptable

he promise of digital health in Europe is undeniable. But to make this promise a reality,
it is necessary to break down several barriers to make digital health technologies E_Sta_b_l'Sh _grou_nds for trust in digital health, starting with GDPR and a review of the
available, affordable and acceptable. Liability Directive.

Help healthcare practitioners prepare for the future of healthcare.
Available

Create a Connected European Health Area, which acts as a long-term vision on the campaign.
required digital health infrastructure in Europe.

Engage citizens through access to electronic health records and an awareness

Ensuring that healthcare practitioners and patients are willing and able to use digital
Establish a Digital Health Investment Fund, to support the creation of the CEHA. health technologies to improve prevention, diagnosis, intervention and treatment is

Promote pilot projects to make Europe the world’s frontrunner in digital health. essential.

Removing the structural barriers to digital health by establishing a Connected European Digital health has incredible potential, but this is meaningless if it is not available,

Health Area would reliably deliver digital health services to European citizens. affordable and acceptable...
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Introduction
N

European health systems are under stress. An ageing population,
changes in societal behaviour and the rise of chronic diseases increase
the long-term cost of healthcare. Together with budgetary constraints, this
puts immense pressure on the sustainability of our healthcare systems
that cannot be solved by merely throwing more money at them.

Fortunately, digital health technologies can improve our health services,
as is shown in Figure 1. Advances in robotics, Al and precision medicine
mean patients can benefit from improved health outcomes and a higher
quality of life. Health systems see a reduction of healthcare costs, improved
quality of services and overall more effectiveness. Indeed, as Commissioner
Andriukaitis recently noted, digital tools can be used to improve health in
Europe through promotion, prevention and protection.

However, the success of this digital transformation of health depends on
how we embrace it in the years to come.? Access to quality and affordable
healthcare for all citizens should be the ultimate goal for each and every
society. The Committee on Robotics, Al & Precision Medicine, therefore,
proposes a set of recommendations to ensure that digital health is
available, affordable and acceptable.

Improved -
R oo — PR oo rfﬁ'/)}
2 &

|
/ & — —
/ | b{? /  Precision Medicine
/ I {"Q / 1\ o
/ $ 7 &
J Ry |
/ o Clinical
/ Optimised decision &
treatment support
Improved
outcome € — rmfﬁrm < - - - [I{} €« - - -
I — [
R m Data Data
\
\ Patient Physician R N Al
\ » N \1'4\ E
\ I N I &
\ 1 -~
Reduced Reduced ©C 03
hospitalisation = healthcarecosts € — — —
Figure 1: The impact of robotics, Al and precision medicine on health systems Robotics



Policy Environment

The European Commission adopted its first eHealth
Action Plan in 2004,° followed by a second action plan
in 2012.4 Several initiatives and legislative texts have
supported these plans, including the 2011 Cross-
Border Healthcare Directive,® the Commission green
paper on mobile health® and the Commission staff
working document on telemedicine.’

Under the current Commission, promoting digital health
became a goal of the Digital Single Market Strategy
(DSM]). The 2017 mid-term review of said strategy and
an internal task force also looked at how the DSM can
benefit European citizens, healthcare systems and
the European economy at large.® The ensuing public
consultation on health and care in the DSM sought
to collect input for a forthcoming Communication on
eHealth,” which will focus on three pillars:

Citizens’ secure access to health data and sharing
of their health data across borders.

Connecting health data to advance research,
disease prevention, treatment and personalised
health and care.

Using digital tools to foster citizen empowerment
and person-centred care.

Meanwhile, the Estonian Presidency of the Council
launched the Digital Health Society in July 2017,
which eventually led to the adoption of the Council
conclusions on health in the digital society." The
European Parliament has also adopted a resolution
on Civil Law Rules on Robotics, among others.™

Momentum for digital health in Europe is clearly
building, but for the EU to take on a leading position in
the future health technologies, we need to take action
now. We hope that, together with the Commission’s
upcoming Communications on eHealth and Al, our
recommendations set out a plan to realise the potential
of digital health and, ultimately, advance our common
goal: better health for all Europeans.

. Available
—

Despite proof of the benefits that digital health technologies offer, structural barriers hinder their availability to

patients. The lack of infrastructure and long-term planning are two barriers that we need to break down in the

years to come. On the one hand, proper infrastructure can make health digital. On the other hand, a long-term

vision will rally round all partners, public or private, to make our healthcare systems fit for the future. To ensure

that digital health is available, the European Commission, together with the Member States and the European

Parliament, should:

Recommendation

e Formulate a vision on the required European
digital health infrastructure, based on criteria,
such as connectivity, interoperability, and safety.
The Connected European Health Area could follow
the models of the Trans-European Transportation and
Energy Networks. The Commission should translate
the second priority in its upcoming Communication
on eHealth, namely to connect health data to
advance research, disease prevention, treatment and
personalised health, into a concrete infrastructure
investment plan, akin to the present Investment Plan
for Europe.

e Support individual actors to build digital
capabilities, such as hospitals, clinics, SMEs and
research institutes, both physically (by linking up
Europe’s regions, boosting connectivity, expanding
facilities) and in terms of human capital (technical
skills & know-how]).

Recommendation

e The Digital Health Investment Fund will support
the creation of the Connected European Health
area. It should invest in both the development
and implementation of digital health technologies.
The Fund should be one of the instruments to
address strategic infrastructure in Europe considered
for the next Multiannual Financial Framework.

e Public-Private Partnerships can leverage
alternative sources of funding. Similar to the
European Fund for Strategic Investment, private
investments can be redirected to strategically
important projects. Horizon 2020 partnerships, like
the Partnership for Robotics in Europe (SPARC), the
HumanBrain Projector Big Data, alreadydemonstrate
that collaboration between EU institutions, industry
and academia can drive results.

Recommendation

e Foster cooperation in digital health across
Europe’s regions through pilot projects. This can
be done both physically by creating health tech test
beds within identified areas to test implementation in
practice as well as by providing digital platforms. The
European Commission can facilitate such projects
and establish an expert committee to identify projects
that can be scaled up and promote uptake of proven
innovation.

e Frontrunner Member States and regions can
provide leadership and guidance to the other
Member States, as is currently done with the eHealth
Digital Services Infrastructure for sharing patient
summaries and ePrescriptions across borders.™

e Explore programmes to fast-track digital health
innovations for timely access, such as the US FD
Software Precertification (Pre-Vert) Programmes.

Removing the structural barriers to digital health by establishing a Connected European Health Area would
reliably deliver digital health services to European citizens.



Il. Affordable
———

Health systems are currently not ready to adopt digital health. The pace of innovation outstrips the pace of
changing legislation and allocating funding necessary for integration. The start-up costs of digital health can
be high. Regional differences in terms of economic development, knowledge and infrastructure also hamper
adoption. To ensure that digital health is affordable, the European Commission, together with the Member States
and the European Parliament, should:

l11. Acceptable
——

Widespread adoption of digital health technologies requires society to accept them, which is currently not self-
evident. Perennial privacy and safety concerns and fear of abuse leave many individuals apprehensive about
sharing personal health data. Legal measures to address these concerns are only partly in place and do not
answer all questions. Knowledge gaps and the digital divide also slow adoption; although healthcare practitioners
believe that digital technologies will trigger a new healthcare paradigm, many feel equally unprepared to keep
up with the pace of change.”™ To ensure that digital health is acceptable, the European Commission, the Member

Recommendation

e Develop appropriate models for the
reimbursement of digital health technologies.
Current models do not adequately cover digital health
innovation, limiting widespread adoption of digital
health by providers. Some Member States have taken
first steps in this direction, such as Belgium, which
is preparing to reimburse health apps based on
three criteria. Reimbursement models could shape
the health environment, for instance by requiring
interoperability or the publishing of health-economic
outcomes in incremental reimbursement schemes.

e European cooperation on HTA should take into
account digital health technologies. To be effective-
and to avoid revisions in the near future - the potential
regulation to strengthen EU cooperation on health
technology assessment beyond 2020 should include
provisions for the assessment of digital health
technologies.™ Phasing out health technologies that
are no longer cost-effective will also help improve the
sustainability of our health systems.

Recommendation

e Health in all policies should specifically include
digital health in all policies. The discussions
on the next Multiannual Financial Framework present
the first opportunity to enshrine this principle as an
allocation priority for each of the relevantinstruments
in the next budgetary framework, including those for
Strategic Infrastructure, the European Structural
and Investment Funds, the apparent Framework
Programme for Research and Innovation and an
independent Health Programme.

¢ These instruments should support the creation
of the Connected European Health Area, in addition
to realising the priorities for EU actions in health
identified in the Digital Single Market mid-term review
and the Commission’s forthcoming Communications
on eHealth and Al

Adapting health systems to accommodate digital health technologies would accelerate R&D as well as
manufacturing, thus driving down the cost of new discoveries. This speeds up access for patients and will

ease the burden on our health systems.
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States and the European Parliament, should:

Recommendation

e Use of digital health technologies should be based
on consent. The General Data Protection Regulation
(GDPR]) is a major step forward in the protection of
personal data, including data concerning health.
However, inconsistent legislation between the
Member States should be avoided where possible in
order to improve clarity for patients and HCPs and
increase the willingness to invest in digital health.

e Involve patients as well HCPs from the start to
ensure effectiveness and desirability, for instance
in the aforementioned pilot projects. Medical
programmes, products and services should only
be developed if desired - and hence accepted
- by the people that will use and benefit from them.

e Review the Liability Directive from 1985 to see which
aspects are still fit today. The work of the recently
announced High-Level Expert Group on Artificial
Intelligence, which will also propose Al ethics guidelines
to the Commission, may feed into this."

Recommendation

e Help HCPs prepare for the future of healthcare
by integrating computing, ethical and practical skills
into medical curricula, as well as through continued
professional development programmes that equip

practitioners with the latest know-how. This should
address concerns that digital health technologies
may one day replace physical HCPs, which is neither
needed nor wanted.

e Create aninterdisciplinary workforce that transcends
the medical profession, for instance through courses on
medical ethics for software engineers.

e Facilitate updating of clinical guidelines to include
digital health technologies where appropriate, so
HCPs know how to use them in daily practice.

Recommendation

¢ Engage citizens through an awareness campaign:
sharing is caring! The GDPR presents an opportunity
to make a persuasive and transparent case for digital
health. This could be based on three pillars. First,
data sharing will deliver more personalised and
hence improved healthcare. Second, while there are
serious concerns, a new protection mechanism s now
in place. Third, data sharing will benefit the public
good, for instance by making clinical data available
for research. These pillars should be supported by
evidence in the form of case studies.

e Ensure access to electronic health records.
Individuals should have access to all data related
to their health history and, under certain conditions,
be able to add information, though never amend
or delete medical data entered by a professional. This
should drive individual involvement.

Ensuring that healthcare practitioners and patients are willing and able to use digital health technologies
to improve prevention, diagnosis, intervention and treatment is essential.
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Conclusions

OUR MESSAGE TO EUROPEAN
POLITICAL LEADERS

The world is in a digital transition, and the health industry is quickly
catching up. The EU must grasp this opportunity to become the world'’s
leading continent in digital health by ensuring that modern and future
technologies are available, affordable and acceptable.

Digital health is the means, not the end. Adoption of these technologies
will not only benefit the health of all Europeans and guarantee the
sustainability of our health systems, but furthermore make Europe
attractive for industry, create jobs, and establish the European Union
as the leader in digital health innovation.

Our committee, therefore, eagerly awaits the Commission’s
upcoming Communications on eHealth and Al. We believe that the
recommendations set out in this report can add EU value to future
undertakings to make health digital.
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