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Governance of 
Clinical 
Applications 









Stanford Health Care

Every AI system proposed for deployment has a required 
FURM assessment 

Ethics team carries out interviews with stakeholders and 
conduct ethical analysis for each application

Committee that reviews all ethical assessments and 
interview summaries 
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AI Research



Limitations of 
Human 
Subjects 
Protection

• Risks are reasonable in 
relation to anticipated 
benefits

• Risks are minimized as 
much as possible 
(consistent with sound 
research)

• Informed Consent
• Equitable subject 

selection (at least in 
principle)

Focus on 
Participants 



What IRB’s don’t do 

• Common Rule 45 CFR 46.111 (a)(2)

• “The IRB should not consider possible long-range 
effects of applying knowledge gained in the research 
(e.g., the possible effects of the research on public 
policy) as among those research risks that fall within the 
purview of its responsibility.”

• Downstream impact of AI is outside of the purview of the 
IRB and REC





ESR Process









ESR common issues

Dual Use

Representativeness

Stakeholder involvement in design

Harms to subgroups
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