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Devices: An Analysis of the FDA’s Regulation
of Software as a Medical Device in the United States
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As Al technology rapidly evolves, Al medical devices

have become a significant area of development within the
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healthcare industry. This paper explores the regulatory
framework for Software as a Medical Device (SaMD)
under various U.S. FDA review pathways, including
De Novo, Premarket Approval (PMA), and Premarket
Notification 510(k). Additionally, the paper examines the
ethical and regulatory challenges that Al medical devices
may encounter during their development, such as data
transparency, risk management, and privacy protection.
It also introduces the key international regulatory bodies
for Al medical devices and their collaborations, providing

reference for future legislators and industry professionals.
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