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AI in Medicine and Healthcare



AI-related Incidents/Harms on the Rise





Principles

● Fairness
● Accountability
● Transparency
● Safety and reliability
● Security
● Privacy
● …



AI Governance Challenges

1- What to comply with?

● Developing standards and best 
practices
○ uncertain, fast-moving, dynamic 

environment
○ general-purpose technology

● Process to reach normative consensus
○ tradeoffs among various stakeholders 
○ accounting for different contexts
○ While avoiding conflicting laws and 

policies

2- How to incentivize compliance?

● Assessing compliance
○ Information asymmetries and access
○ Model opaqueness and inscrutability 

● Attributing liability for harms
○ Harms are diffuse and hard to foresee
○ Intentionality, Recklessness, Negligence
○ creator/ owner/ operator/ user?

● Enforcing consequences
○ Balancing retributive justice and 

deterrence with innovation and growth



Challenges Unique to GenAI

● Unclear (hyped-up) capabilities 
● Challenges of evaluating risks

○ Broad risk surface

○ Vacuum of robust methodologies



Risk Assessment

1. Model testing
2. Red-teaming
3. Field testing



Upcoming Event at CMU

Generative AI, Ethics, and Governance

● Early 2025 (stay tuned!)
● Expert panels and roundtables
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Navigating Ethical Challenges in 
Artificial Intelligence in MedTech
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Introduction: Use Cases and need for governance

• Blood loss AI tool

• Iron deficiency AI tool

• Is there a need for governance frameworks?
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Focus: Existing frameworks and guidelines in healthcare

• World Health Organization

• Singapore Health Sciences Authority

• US Food and Drug Administration

• Japan Pharmaceutical and Medical Devices 
Agency

• Korea Ministry of Food and Drug Safety
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Main AI Ethical Principles identified

• Human centricity and oversight 

• Explainability and transparency 

• Fairness 

• Safety and security 

• Equity and quality of access 

• Social and environmental well-being 
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Risk-based approach considerations

• EU AI Act - Regulation (EU) 2024/1689

• Unacceptable risk AI systems (Article 5)

• High-risk AI systems (Article 6)

• Limited risk AI systems

• Minimal risk AI systems



Questions?
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