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How to ensure effective quality system compliance with the FDA Quality Management
System Regulation (QMSR)

Abstract

On 2 February 2024, the FDA published the new Quality Management System Regulation (QMSR),
which is scheduled to be fully implemented by 2 February 2026, marking a new cornerstone of the
medical device regulatory landscape. The regulation marks a significant shift from the guidance
previously set forth in 21 CFR 820.5, paving the way for a unified approach that is aligned with global
standards. Under the QMSR, clause 4.1.1 of ISO 13485 now requires organisations to document their
quality management system (QMS) and maintain its effectiveness in accordance with the requirements of
the standard and international regulations.

Note) ISO 13485, Clause 4.1.1 - The organisation shall document its quality management system in
accordance with the requirements of this International Standard and applicable regulatory requirements
and shall maintain the effectiveness of the quality management system.
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