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7. Software as a Medical Device (SaMD ) : Key Definitions
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8. Software as a Medical Device (SaMD) : Possible Framework

for Risk Categorization and Corresponding Considerations
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Clinical Decision Support Software, Draft Guidance for Industry

and Food and Drug Administration Staff, Sep.27, 2019

FDA Proposed Regulatory Framework for Modifications to

Artificial Intelligence/Machine Learning ( AI/ML ) -Based

Software as a Medical Device (SaMD) , 2019

FDA Computer-Assisted Detection Devices Applied to
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Notification [510 (k) ] Submissions, 2012
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