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Abstract:

The regulatory landscape for medical device approvals is continuously evolving to enhance
patient safety and ensure compliance with international standards. This study examines recent
trends in global medical device regulations, highlighting key changes in approval processes and
compliance requirements. In particular, we focus on the latest revision of IEC 60601-1, Edition
3.2, a critical standard for the safety and performance of medical electrical equipment. The
updates in Edition 3.2 introduce stricter requirements for risk management, software validation,
and electromagnetic compatibility, aligning with the latest technological advancements and
regulatory expectations. Understanding these changes is essential for manufacturers and

stakeholders to navigate the complex approval process efficiently.
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[Chansoo Park] has over 20 years of experience in medical device testing and
certification, specializing in regulatory compliance, safety evaluations, and
quality assurance. With deep expertise in international standards such as IEC
60601-1 and ISO 13485, he has supported numerous product approvals across
global markets, including South Korea, the US, EU, and Asia.

Throughout his career, Mr. Park has worked in accredited testing laboratories,
conducting compliance testing and evaluations to help manufacturers achieve
market entry. He has played a key role in risk management assessments,

performance testing, and technical documentation reviews, contributing to the

advancement of safety and reliability in the medical device industry.

Currently, Mr. Park is actively involved in regulatory strategy development,
standardization efforts, and training programs, continuing to make professional

contributions to medical device safety and quality assurance.



