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AI tsunami in health care



AI and MPHO



AI Ethics in health care



Beneficence
Huge potential for more precise 
diagnostics and prognosis; safer, more 
tailored treatments; integrated care; 
better patient patient pathways through 
institutions etc.
In view of developing evidence on 
medical AI – (conditional) duty to 
develop? 
Cui bono – which goals?



Avoidance of harm
Requirement: improved quality control
Risk assessment, minimisation and
avoidance for each application/sector:

avoiding mistakes
data issues
algorithm issues
learning curve

Non-maleficence



Opportunities for increased autonomy in 
patients and doctors (objectivity, time)
Patient information and decision-making → 
how much transparency?
Who makes the clinical decision, and who is 
responsible for it? →  distributed agency and 
responsibility (liability etc.)

Autonomy



Changes to the physician-patient 
relationship, professional role → 
Training? Trust? 
The “yuck factor” → Trust? 
Distributive justice and priority setting
Replacement of staff? Collaboration?

Social effects, justice, and solidarity



Conclusion
This is coming – shape for it now, prepare for it now

Required: not just broad AI-codes and principles, but

• Clear idea of particular goals and good plan for responsible 
translation for each sector

• Co-creation/embedded ethics development and design 
(algorithms, surfaces, pathways etc.)

• Good R&D and training facilities with true interdisciplinary
collaboration

• Investment in data science and data infrastructure



What role might ICCBBA have? 
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• Databases are essential for clinical AI, but can be 
undermined by ethical concerns. 

• Informed consent often required when data for 
purposes other than they were collected. 



Can undermine AI research by:
(1) making the creation of databases impractical due to 

increased costs, and 
(2) creating selection bias due to insufficient data or 
unrepresentative “training data” from which the 
algorithm learns and identifies patterns. 13
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• Local ethics committees play an essential role in 
ensuring that patients’ interests regarding the use 
of their data are respected

• They can waive the requirement for consent for 
secondary use of health data if specific conditions 
are met. 
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• Many committees currently uncertain how data 
research should be ethically handled.

• Large variations in decisions regarding consent 
between centres and countries  barrier to global 
collaborative efforts, which decreases generalisability
and slows down knowledge discovery.



Harmonization of ethics review of specific types of 
data-driven research through the creation of 

multinational governance structures:“…in a world of 
Big Research and Big Data, Big Ethics is needed”?

16
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Extra-territorial applicability
• The GDPR applies to all data controllers and 

processors processing personal data of data 
subjects residing in the EU, regardless of whether 
the processing takes place in the EU or not.
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Implication for global health care databases
• Global databases outside of the EU will need 

to comply with the GDPR if health data 
collected from patients residing in the EU are 
included in the database. 
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Scope
• The GDPR applies to any personal data 

concerning an identified or identifiable natural 
person, but not to anonymous information. 
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Implication for global health care databases
• GDPR does not distinguish between anonymized 

and anonymous data  Databases collecting 
identifiable data will be excluded from the scope of 
the GDPR if the data are later anonymized.
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Pseudonymization
• Pseudonymized data is now recognised as 

personal data if it could be attributed to a 
natural person by the use of additional 
information.
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Implication for global health care databases
• Given pseudonymized health data is what health 

care databases typically use, recognizing 
pseudonymized data as personal data may result 
in more bureaucracy. 
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Special categories of personal data
• The processing of special categories of personal 

data (“sensitive personal data”), including genetic 
data, biometric data, and data concerning health, 
shall be prohibited unless certain conditions 
applies.
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Implication for global health care databases
• Databases using pseudonymized data will need to 

either obtain explicit consent or for the data to be 
processed under the scientific research exemption set 
out in the GDPR, which could occur without consent if 
subject to appropriate technical and organisational
safeguards
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Provide guidance concerning necessary 
organizational and technical safeguards to 
protect patient’s rights without unduly 
impeding important research
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ICCBBA priorities:
To liaise with health authorities, regulators, 
scientific and professional societies, user 
communities, and vendors on standardization in 
terminology and information technology.
To lead in the continued development of 
common data structures for information 
technology, data processing, exchange and 
transfer, and labeling for medical products of 
human origin.
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Note: 
Slides 6-10 of the presentation have been 
adapted from a previous presentation from Prof. 
Alena Buyx, and have been used with her 
permission. 



Thank you for your attention!
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