


Al systems complicates

eNeed: Clear legal framework under EU law

eResearch Question: How do EU instruments define
liability thresholds for healthcare professionals using Al?




Method: Doctrinal legal analysis

Focus: Five core EU instruments:

Revised Product Proposed Al

S h A o[l A Medical Device
Al Act Liability Directive Liability Directive GDPR -
(rPLD) (AILD) Regulation (MDR)
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Three liability thresholds:

Key Insight: Liability is
layered, context-
dependent, and role-
specific (user, overseer,
modifier)

Regulatory Threshold —
Preventive duties (Al Act,
GDPR, MDR)

Professional Threshold —
Fault-based liability
(national malpractice law
+ AILD)

Product Threshold — Strict
liability (rPLD)
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CONCLUSION

Liability

is multi-
layered and ro
le-dependent

EU law is shifting
from reactive
compensation to proac
tive governance

Three
thresholds
provide
a structured
framework for
analysis

Healthcare

professionals must

navigate:

* Regulatory
compliance

* Professional
diligence

* Product safety
obligations
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