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Abstract

This research deals with the issue of civil liability for the errors of smart medical
devices, in light of the increasing expansion of the use of artificial intelligence
technologies in the health sector. Legal issues arise when a patient is harmed as a result
of a malfunction or technical error in these devices, especially in the absence of a clear
legal regulation in some systems, including the Saudi system.

The research focuses on analyzing the elements of civil liability according to Saudi
regulations and comparing them with modern systems such as American and German
laws, where the legal bases differ in determining the responsible party, whether the health
facility, the doctor, the manufacturer or the developer.

The research also presents the challenges facing the establishment of liability, such
as the difficulty of identifying the actor, the absence of specialized texts, and the
complexity of the causal relationship, and concludes with a set of legislative and
regulatory recommendations to fill the legal gap and protect the patient and health
authorities alike.

Keywords: Industrial defect, product liability, smart healthcare, civil liability.
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® Vimalachandran, P, H. Wang, Y. Zhang, B. Heyward, and F. Whittaker: Ensuring Data
Integrity in Electronic Health Records: A Quality Health Care Implication, Article
published in 2018, P. 2 Available at; https://I1ng.com/dEiIMO, Entry date 20/ 4/ 2.520

* Grispos, Glisson, Wiliam Brabley Glisson, Kim-Kwang Raymond Choo: Medical
CyberPhysical Systems Development: A Forensics-Driven Approach, Article published

in 2017, P. 2,
Available at; https://encr.pw/vAJaF, Entry date 19/ 4/ 2025.
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