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Using Al-based solutions in heoaﬁhcare brings several major implications for both citizens and
O
Governments &
<2~®Q*

LA b e R T

A

:".- FES P o g Rl e .

'
¢
!
i
i
i
i
i
i
;

Social Economic Opgﬁ%onal Ethical
Implications Implications Q@BIications Implications
@Q’é
i
©

o
themedtechforum.eu g



o
o
RS

EU Legal Context
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. Data Regulatlons\o

Open Data Directive bo"

Data Governance Act Q@Q‘o
® Data Act proposal S
®  European Health Dat,a“ASpace

. Privacy aﬁ%l Data Protection

® Council Q\fk?urope and Convention 108+

° Europg{én Treaties

° GDEﬁ and its implementation guidance

¢ tdatlonal laws implementing specific provisions

Cybersecu rity

NIS 2 Directive

Cyber Resilience Act proposal

Cybersecurity Act

Guidance provided by ENISA and national bodies
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EU Legal Framework”
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+ Conventions and |nternational
Resources S

- Liability Framgworks
- Sector s@éific regulations

+ Natignal laws and
impfementations
. Fthics

* Biomedical ethics principles (Autonomy, Justice,
Beneficence, Non-maleficence)

* HLEG Guidelines on Trustworthy Al
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An example from Italy:
National Al PIatfocm for Public Healthcare
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The ltalian National Healthpﬁre Service is adopting Al with the main objective of
supporting and fauhtatugé’the diagnosis and treatment through support services to
doctors. & &

In territorial cgp‘@ processes, Al can act as an enabling factor to improve co@%lnwty,
access andgpersonallzatlon of care, ensuring greater effectiveness and gﬁ‘luency of
the healetch system.

& >
Al, with the ability to learn during normal operation and ovegéomlng the codified
rules typical of expert systems, can support the doctor by gﬁtlmlsmg and enhancing

the anamnestic, diagnostic and monitoring processes OQ‘<°
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An example from Italy:
National Al PIatfocm for Public Healthcare (g8
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The Platform: o
6\)
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1. guarantees agéfentralised governance of technologies and processes; <
@ *o‘
2. deflneS@o Zertification and validation of the algorithms according to fp?‘thcommg
EU rg@ulatlons \eo“o
N4 o
‘<° “@

3. »@?eates support services for health professionals, from preve@‘tlon to chronicity

& IS
@«\*"’ management; &
> N
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"4, creates support services for doctors in daily clinical g;ﬁctlce through non-binding

)

suggestions from the Al system. ?\\@\
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Interoperability as aﬂ "enabler 2
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‘ Interoperablllw in MedTech Industry:

. Interoperabgﬁgty allows diverse healthcare systems and software ¢
appllcathﬁs to communicate, exchange data, and use the exchanged

mform@’tlon \Qf
: Cost§°‘of Lack of Interoperability: &
. &Potentlal Roadblocks: Non-interoperable systems caﬁ%mder Al's full
(9&@ potential in medical processes. (@6'

*  Financial Impact: Non-interoperability can Iead«@fo increased costs due to
inefficient data exchange, duplicated tests, ¢e‘1ayed procedures, and
possibly compromised patient care. Qo@@
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Conclusion: Towards& Future of Interoperatiiliy
MedTech | e
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1. The Power of Al: ¢ rF

1. Al's potential in the Halian National Healthcare Service and beyond is undeniable,
significantly mprgﬁng care continuity, accessibility, and personalization.

X

2. The Necessity of Interoperability: &

o
1. Interoperahiiity in the MedTech industry is no longer a luxury but a nedessity. It
p eﬁﬁg] y y v ge” y

enables efficient data exchange, reduces duplicated procedures, apd ensures
optimajspatient care. &

3. The@ﬁ‘bsts of Non-Interoperability: :

1. Tdfe financial implications of non-interoperability are substagitial, causing

phcreased healthcare costs and potential patient safety igsues due to fragmented
©* data and delayed procedures. &

4. Moving Forward: &

1. The MedTech industry needs to prioritize interop@%bility to fully leverage the
potential of Al in healthcare. Seamless data exghange, improved efficiencies, and
enhanced patient care are achievable with ingéroperable systems.
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