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Updates from the IMDRF AI/ML Working Group
● “Technical Framework for Artificial Intelligence Life Cycle Management” document was 

submitted to the Management Committee on January 16th  2026 as a proposed document for 
public comment.
○ This document describes an internationally harmonized technical framework to help 

promote responsible innovation and patient-centricity by facilitating the secure, safe, 
ethical, and effective design, development, deployment, maintenance, use, and 
decommission of AI-enabled medical devices. 

○ Proposed public comment duration – 90 days

● The WG also plans to begin exploring topics for new work items later this Spring to bring to MC 
later in the year
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