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EO

October 30th 2023

https://www.healthit.gov
/sites/default/files/page/
2023-12/hti-1-final-
rule.pdf 

Rule

HHS & ONC published

Rule

February 8th, 2024

916 pages 
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Top-level Summary

• Decision Support Interventions (DSI) Replace Clinical Decision 
Support Criterion
• Predictive DSIs and Evidence-Based DSIs

• Evidence-Based DSIs are currently defined under existing CDS criterion in 45 
C.F.R § 170.315(a)(9) as interventions that “enable a limited set of identified 
users to select (i.e., activate) one or more electronic clinical decision support 
interventions

• DSI Source Attributes
• Intervention Risk Management Practices
• ONC Alignment with FDA Oversight of AI/ML

https://www.healthit.gov/test-method/clinical-decision-support-cds
https://www.healthit.gov/test-method/clinical-decision-support-cds


Definitions

“safe, secure, and trustworthy use and purchase and use” of AI in health 
care, including alignment with FAVES,
• Fair: Outcomes of model do not exhibit prejudice or favoritism toward an 

individual or group based on their inherent or acquired characteristics.
• Appropriate: Model and process outputs are well matched to produce 

results appropriate for specific contexts and populations to which they are 
applied
• Valid: Model and process outputs have been shown to estimate targeted 

values accurately and as expected in both internal and external data.
• Effective: Outcomes of model have demonstrated benefit in real-world 

conditions.
• Safe: Outcomes of model are free from any known unacceptable risks and 

for which the probable benefits outweigh any probable risk.

https://www.healthit.gov/sites/default/files/2023-12/Health_Sector_AI_Commitments_FINAL_120923.pdf


https://mdic.org/

MDIC Updates 

https://mdic.org/


https://mdic.org/event/mdic-medical-extended-reality-summit/ 

https://mdic.org/event/mdic-medical-extended-reality-summit/


https://mdic.org/event/mdic-symposium-on-computational-modeling-and-simulation/ 

https://mdic.org/event/mdic-symposium-on-computational-modeling-and-simulation/


https://mdic.org/news/case-for-quality-program-critical-resource-for-improving-capa-processes-at-elixir-
medical/ 

Case for Quality program critical resource for improving CAPA processes at Elixir 
Medical

https://mdic.org/news/case-for-quality-program-critical-resource-for-improving-capa-processes-at-elixir-medical/
https://mdic.org/news/case-for-quality-program-critical-resource-for-improving-capa-processes-at-elixir-medical/
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Meaning The study results suggest that representation of participants of 
racial and ethnic minority groups in studies supporting pediatric exclusivity 
requests appears comparable with the racial distribution of childhood 
cancers in the US based on data from the National Childhood Cancer 
Registry, although Hispanic participants appear to be underrepresented.
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