% MedTech Europe

)( from diagnosis to cure

Health data sharing from the
medical technology industry’s perspective

14 November 2023
Alexander Olbrechts
Director Digital Health at MedTech Europe



The Future of Digital Health at MedTech Europe

Digital Health Portfolios Health Data MDR and IVDR

N to accelerate approval through comprehensive pathways for funding and
Adoption 2imbursement

to be achieved by relevant and pragmatic privacy and cybersecurity measures

Resilience

policy framework

J to flourish with access to high-quality data from real world evidence

Well-balanced regulatory and

& to foster understanding, trust, literacy and skills of citizens and healthcare

& _
Ecosystem rofessionals

M Digital Health Potential is exponential when used appropriately, sustainably and fairly
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Main challenges in harnessing the power of health data

-

Primary use
of health data:
improve care delivery

/

-

o

Secondary use
of health data:
support research,
innovation and policies

~

)

Individuals have difficulty @
accessing and controlling

their health data

Policy makers and
regulators cannot
easily access health
data

Healthcare
professionals
have difficulty

accessing

health data

Providers of digital
| health services and
- products face barriers

LV
71h

Limited research and
innovation takes

place on the basis of
health data

Source: European Commission
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EHDS from the MedTech industry’s perspective

/I\/IedTech industries are an integral part Of\
the health data ecosystem and are then

directly impacted by the EHDS

The journey of health data
in medical technologies

The healthcare industry accounts for 30%
of the data volume generated globally, while

\\Z% of data produced by hospitals remains/

o oT <

Access to electronic health data
Medical research and development
Enhanced interoperability

Single market for digital health

https://www.medtecheurope.org/wp-content/uploads/2022/09/hd-factsheet-date.pdf

Data-driven solutions

enable innovation

X

that improves

health systems and
patient outcomes
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Importance of a clear framework

L]

Reasoned scope & clear
definitions

Opportunity to integrate relevant
and meaningful electronic health
data along the patient pathway

e Ensure clear terms and
definitions

« Harmonised implementation
across EU member states

mmerence with existing EU

legislation

The EHDS regulation is intended to
complement other laws
established in the EU.

Avoid duplicative, conflicting or
multi-level requirements

Ensure consistency with existing
and future regulatory
framework
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Potential of secondary use

L[]

Access to data for secondary use

Essential to improve the
performance of existing MDs and
VDs, and to develop new and
innovative technologies

 Foster trust in data sharing
while stimulating innovations

« Enable and encourage access to
high-quality data

X

% MedTech Europe

from diagnosis to cure



https://www.medtecheurope.org/wp-content/uploads/2022/10/ai-event-flyer-digital.pdf
https://www.medtecheurope.org/wp-content/uploads/2022/10/ai-event-flyer-digital.pdf

Towards a successful EHDS

)

Protection of trade secrets and
IP rights

A well-executed  EHDS  that
guarantees well-established legal
rights can become a true catalyst
for healthcare innovation
throughout Europe.

ﬂ

Strong stakeholder inclusion

To guarantee the success of the
EHDS, a broad range of
stakeholders must be involved
from the outset.

The MedTech industry is committed
to positively contribute to the EHDS
and share its experience
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Any questions?
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Alexander Olbrechts

a.olbrechts@medtecheurope.org

www.medtecheurope.org
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