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The Concept and Function of Total
Product Life Cycle Management and Risk
Classification in Medical Devices Act
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Medical devices is one of the industrial sectors that

benefited from the capabilities in scientific research and
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industrial conditions in Taiwan, demonstrating considerable
international competitiveness. The “Medical Devices
Act,” which came into effect in the year 2021, introduces
two major mechanisms, namely, total product life cycle
management and risk classification, ensuring that medical
devices meet safety, effectiveness, and quality requirements
throughout the stages of research and development,
production, and utilization. These mechanisms are designed
to align with major international standards. This paper
aims to explore the management principles of these two
mechanisms, along with the key measures and potential

outcomes.
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