
ISSUE Agency
Medical Device

DATABASE

PRE-MARKET REGISTRATION

Traceability and Tracking 
throughout the supply chain, 
from manufacturer to patient

Placed by Manufacturer/Device Labeller

Nomenclature (UMDN/GMDN)

Identifier (Model No. / Part No)

License No
68-x-x-x-xxxxxxxx

UDI code format

1. Device Identification (DI)
2. Production Identification (PI)

Enhance 
Traceability

Reduce 
Medical Errors

Combat 
Counterfeit

Optimize 
Inventory

UNIQUE DEVICE IDENTIFICATION (UDI)

POST-MARKET SURVEILLANCE

• Enhance Traceability and Transparency
• Enable easier recalls and field safety 

corrective actions
• Accurate trending of compliant and 

adverse events
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