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. Machine Learning-enabled Medical Devices: Key Terms and Definitions.

IMDRF/AIMD WG/N67, May 2022

Principles and Practices for Medical Device Cybersecurity.

IMDRF/CYBER WG/N60FINAL, March 2020

US FDA Computer-Assisted Detection Devices Applied to Radiology
Images and Radiology Device Data — Premarket Notification [S10(k)]

Submissions, September 2022

US FDA Clinical Performance Assessment: Considerations for
Computer-Assisted Detection Devices Applied to Radiology Images and
Radiology Device Data in - Premarket Notification [510(k)] Submissions,
September 2022
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