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The main deliverables of  the module 
1. Transnational Training Event (TTE) in Trento – 18-19 

January 2024
2. JuLIA Handbook – Artificial Intelligence in 

Healthcare and the Protection of  Health as a 
Fundamental Right, available on the JuLIA website 
(https://www.julia-project.eu/resources) and published as 
a working paper in the Italian repository 
(https://iris.unitn.it/handle/11572/461731)

https://www.julia-project.eu/resources
https://iris.unitn.it/handle/11572/461731


The main deliverables of  the module 

3. E-learning module: AI and Health 
(https://www.futurelearn.com/invitations/univers
ity-of-groningen/automated-decision-making/m2
w7fdg9jqvwhqlvd6g3t61c7q1ohnn)

https://www.futurelearn.com/invitations/university-of-groningen/automated-decision-making/m2w7fdg9jqvwhqlvd6g3t61c7q1ohnn
https://www.futurelearn.com/invitations/university-of-groningen/automated-decision-making/m2w7fdg9jqvwhqlvd6g3t61c7q1ohnn
https://www.futurelearn.com/invitations/university-of-groningen/automated-decision-making/m2w7fdg9jqvwhqlvd6g3t61c7q1ohnn


The Background
• Technological evolution has always changed doctor-patient relationship over time

• Artificial Intelligence Medicine (AIM): Automated Decision-Making (ADM) in medicine 
generates the incorporation of  algorithmic decisions into clinical decision-making 
process [ChatGPT-generated]



The Clusters of  the Research

• Methodology:

a) Interdisciplinary approach 

b) Mutual Learning

c) Judicial Dialogue

CLUSTERS

(1) AIM: benefits and risks
• Guiding questions
• Relevance for Judicial Training
• Results

• The way forward

(2) Legal sources

(3) Impact on fundamental rights

(4) AIM liability



Cluster (1) - AIM: benefits and risks
Guiding questions Relevance for Judicial Training

a) What are the main applications of  AI in clinical practice? 
b) In which phases of  clinical decision-making can AIM be 

employed?

c) Which positive and negative effects does AIM generate?

a) Achieving scientific background and social 
understanding of  AIM

b) Understanding the possible degree of  AIM 
incorporation into clinical decision-making and the  
forms of  human-machine interaction

c) Assessing risks for patients’ fundamental rights

Results
Phases

• AIM in emergency 
interventions 

• AIM in diagnosis 
• AIM in therapeutic provision
• AIM in patient monitoring

Practical Examples
• CLEW
• IBM Watson, DeepMind’s 

Health
• Da Vinci, MUSA, Robo-Doc
• GP at Hand

Benefits
‘P4’ medicine: predictive; preventive; 
personalized; participatory

Risks
biases; opacity; over/under-reliance; 
dehumanisation 



Cluster (2) - Legal sources
Guiding questions Relevance for Judicial Training

a) How do supranational, international and national legal 
sources address AIM? 

b) How do they interact with each other?

a) Identifying the applicable legal regime and possible 
protection and interpretation gaps

b) Identifying the correct level of  protection 

Results
• EU level: AI Act (medical products as high-risk AI systems; public health access and emergency management as high-risk 

‘activity’) as a regulatory platform, interacting with MDR (Medical Device Regulation) and other medical device-safety 
legislation, GDPR and EHDS Regulation; new PLD (Product Liability Directive)

• International level: The Council of  Europe’s Framework Convention on Artificial Intelligence and Human Rights, 
Democracy, and the Rule of  Law (human dignity and autonomy, transparency and oversight, accountability and 
responsibility, equality and non-discrimination, privacy and data protection, reliability and safe innovation).

• National level:  e.g., Italian Law on AI (Article 7: AI employment in the healthcare system); French ‘Health Data Hub’ 
and ‘Loi Relative à la Bioétique’; Spanish Law on Regulatory Sandboxes.

• Soft law: guidelines, recommendations, medical standards, product-safety standards.



Cluster (3) - Impact on fundamental rights
Guiding questions Relevance for Judicial Training

a) What fundamental rights, protected by the law, are mainly 
impacted by AIM? 

b) How do they interact with each other and with the 
rights/interests of  professionals?

a) Linking AIM risks to actual patients’ fundamental 
rights and applicable legislation/case law principles

b) Balancing fundamental rights with each other and 
with other interests at stake

Results
• Health (CFREU, TFEU, ECHR, National Constitutions): digital divide; errors in medical treatment; wrong diagnosis; 

automation biases

• Self-determination (CFREU, AI Act  (Art. 86)?, Oviedo Convention, ECtHR, National Constitutions/Legislation): risks 
for patient’s right to informed consent (black box and AI ‘illitteracy’, over/under-information, confusion between 
causation and correlation)

• Non-discrimination (TEU, CFREU, EU Directives): bad data and biases, unequal distribution and access to technology

• Data protection (CFREU, ECHR, GDPR, AI Act/DO on AI?): automated processing based on health-data; 
anonymization of  data used for AI training, confusing roles (doctors/hospitals; data controllers/processors); transparency



Cluster (4) - AIM liability
Guiding questions Relevance for Judicial Training

a) Do traditional liability rules and case law principles 
adequately address damage caused by AIM? 

b) How will different liability rules interplay with each other?

c) How will national liability rules be affected by EU law on 
AI?

a) Identifying the applicable liability regimes and possible 
protection/interpretation gaps in the law/case law

b) Understanding how AIM could affect the traditional roles 
and risks along the liability chain

c) Assessing the role of  the AI Act and other EU law in 
establishing liability and understanding if  and when to 
refer preliminary questions to the CJEU

Results
• Physician: AIM will affect and/or become part of  the medical standard of  care (‘machine medicine’); AIM will affect 

the doctor’s duty to inform the patients about the risks (‘black box’, explainability, illitteracy); doctor = AI deployer 
under the AI Act?

• Manufacturer: the new PLD confirms its applicability to medical software, already considered as a product under the 
MDR and CJEU case law (Snitem v. Premier Ministre, Case C-329/16); strong interplay between product’s 
‘defectiveness’, medical standard (e.g., proof  of  causation) and state-of-the-art defence; AIM producer as AI provider 
under the AI Act.

• Healthcare facility:  hospital as AI deployer/provider under the AI Act; organizational duties (AI literacy, oversight) 



• The Healthcare module of  the JuLIA Project aimed at:

a) Providing judges with an interdisciplinary background on AIM;
b) Helping judges identify and pose the correct legal and fundamental rights-related questions when facing AIM-related 

cases;
c) Stimulating discussion and mutual learning to develop adequate legal tools for the protection of  fundamental rights.

The Way Forward…
…defining the precise role(s) of  AI in healthcare provision will help to:

• Determine whether, and to what extent, specific components of  medical decision-making may be entirely or 
partially delegated to AI;

• Accordingly, clarify when AIM operates merely as a source of  knowledge and when it becomes an integral 
part of  the medical decision-making process;

• Assess the existence and limits of  patients’ rights to refuse or to require the use of  AIM;
• Define the boundaries of  responsibility for the different actors operating in the AIM value chain
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