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AI/ML-based Software as Medical Device (SaMD) provides insightful outputs to improve 
healthcare, and the applications of SaMD cover various domains in healthcare.

Co-author: Eugenio Ferrari. TSN Business Intelligence. Remark: Framework used by the US FDA.
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Outputs
Disease diagnosis, risk 
stratification, event prediction, etc.

Algorithm
Equations, analysis engine model 
based logic, reference data, etc. 

Inputs
Patient records, image medical 
device data, physiological status, 
etc. 

Actions
A step that can be taken based on 
the outputs to improve healthcare

Outputs lead to improvements in various domains of healthcare

§ Medical image analysis

§ Disease diagnosis & risk prediction

§ Wearables & remote monitoring

§ Clinical decision support

§ Robot-assisted surgery

§ Dosage error reduction

§ Image analysis

§ Data mining and analysis

§ Drug discovery

§ Personalized medicine design

§ Clinical trial management

§ Epidemic detection

§ Early warning system

§ Public health intervention

§ Public education

§ Patient risk stratification

§ Administrative workflow 
assistance

§ Virtual nursing assistance

§ Electronic health records

§ Cybersecurity in healthcare

§ Supply chain management


