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FDA / US EU MDR / IVDR EUDAMED EU AI Act Global UDI

FEB 2 FDA QMSR Takes Effect FDA / US

New Quality Management System Regulation (21 CFR 820) enforcement begins. Aligns US device requirements with ISO 13485:2016.

FEB 2 EU AI Act — Article 6 Guidelines Due EU AI Act

Commission deadline to publish guidelines on practical implementation of high-risk AI system classification.

FEB 3 FDA Cybersecurity Guidance Revised FDA / US

Updated premarket cybersecurity guidance aligned with QMSR. Requires SBOM, threat modeling, and secure-by-design approach.

MAY 26 EU MDR — Custom Class III Deadline EU MDR / IVDR

Transition period ends for custom-made Class III implantable devices. Full MDR compliance required for EU market access.

MAY 28 EUDAMED Mandatory — New Devices EUDAMED

All new MDR/IVDR devices must be registered in EUDAMED (Actor, UDI/Device, NB/Certs, Market Surveillance) before market placement.

JUL 1 Australia UDI — Class III & IIb Global UDI

TGA mandatory UDI labeling and AusUDID data submission for high-risk Class III and Class IIb medical devices begins.

JUL 1 Switzerland swissdamed Mandatory Global UDI

Mandatory device registration in swissdamed begins. All devices on Swiss market must be registered by Dec 31, 2026.

AUG 2 EU AI Act — Full Application EU AI Act

Remainder of the EU AI Act becomes enforceable. High-risk AI medical devices must demonstrate full compliance.

AUG 2 EU AI Regulatory Sandboxes Live EU AI Act

Each EU Member State must have at least one operational AI regulatory sandbox at national level.

NOV 27 EUDAMED — Legacy Device Deadline EUDAMED

Devices on the EU market before May 28, 2026 (including legacy MDD/AIMDD devices) must be registered in EUDAMED.

DEC 31 swissdamed Transition Ends Global UDI

All medical devices, IVDs, systems and procedure packs sold in Switzerland must be fully registered in swissdamed.
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