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Abstract

Medical device develops over time and failure cases persist, resulting in many complications, including deaths. This
paper investigates some real-world medical device failures, which are pacemaker, insulin pump, vascular closure
device, and ventricular assist device and presents the common causes and implications. This paper will put forward
engineering management perspectives from the cases and propose solutions for managing medical device projects.
Literature reviews are conducted to figure out the failure causes and areas for improvement to diminish medical device
failure in the future. Intense competition, disturbed system engineering and flawed regulation are the common causes
identified by this paper. This paper proposes improvements in regulation and guidelines for the medical device
industry so that its project management is handled with specific standards and monitored accordingly with particular
regulations. In the end, this paper will help all stakeholders in the medical device industry when developing new
medical devices.
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