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Global UDI Database Attributes

* Device ldentifier Type/Code [GTIN, HIBCC]

- Make/model; Brand/Trade Name; Size; Description
 Device model number (or reference number)

 Unit of Measure/Packaging level/quantity

- Controlled by — Lot and/or Serial Number; Exp. Date
- Contact name, phone, emalil

- GMDN Classification code/term

- Storage condition; Single Use; Sterility

- Contains known, labeled allergen (e.g., latex)

» FDA premarket authorization (510k, PMA)




FDA’s UDI Database

The label of Medical Device 123 Size 45:

Device Identifier (Device XYZ123)
Production Identifier (Lot #ABC) Distribution
Expiration date (MMDDYYYY)
Sterile; Latex free

Manufacturer
(Acme)

Minimum Data Set

For each Device ldentifier:
» Manufacturer and model
« GMDN Code

 Other attributes
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