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The legal consequences 
of using AI in healthcare

Legal: no showstopper



Introduction

• IP/IT lawyer 

• Focus on legal aspects of data/AI

• Eindhoven based

• NLAIC (human centric AI)
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Agenda

The legal consequences of using AI in healthcare

• AI act and healthcare

• IP    : AI system, input, output

• Privacy   : (General) consent vs quality of healthcare

• Ownership of data : who owns the data 
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AI act and healthcare

▪ Product safety regulation

▪ to prevent and mitigate safety 

risks posed by a product's digital 

components, including AI systems. 
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AI act and healthcare

▪ High risk: 
₋ medical devices

₋ in vitro diagnostic medical devices

▪ decisions made with certain high-risk AI systems:
₋ right to receive clear explanations 

▪ how the AI system contributed to the decision 

▪ its potential adverse impacts on their health, 

safety, or fundamental rights.
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AI act and healthcare

source: AI IN HEALTH: HUGE POTENTIAL, HUGE RISKS © OECD 2024
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AI act and healthcare
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AI act and healthcare

▪ High risk requirements

▪ EU standardization request
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AI act and healthcare

AI Act       EU Standardization request
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AI act and healthcare
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AI act and healthcare

▪ AI act; part of a ‘tsunami’ 

Source: https://datalawhub.eu
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IP: AI system, input, output
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▪ AI system/model : software => copyright / patent/ trade secret

▪ Input : copyright protected work, database right?

▪ Output : copyright protected, who owns copyright?



(General) consent vs quality of healthcare
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(General) consent vs quality of healthcare
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Ownership of data: who owns the data ?
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AI in healthcare: legal doesn't/t have to be a showstopper
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Be prepared =>

▪ AI mapping

▪ AI risk assessment

▪ Fundamental Rights AI Assessment

▪ AI conformity assessment

▪ AI governance

▪ AI (usage) policy



Thank you

wijst@bg.legal
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