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UDI Compliance Checklist

Step What to do Key reference [ legality
Determine your device’s clgss @, 1, I!I, |mplantable/L§/LS) UDI Rule & 21 CFR 801,
1 and whether any exemption applies (custom device, 830
investigational, etc.).
2 Packaging configuration 21 CFR 820.130
If th iceisr le and t repr rran
e device is eL.JSCIb ea d o berep ocgssgd, arrange § 801.45; relevant
3 for permanent/direct marking on the device itself when :
. deadlines per class
required.
. . . 2 ;
Establish UDI-Issuing Agency (FDA-accredited) and 21 CFR 830; FDA
4 . o guidance for Issuing
procure your Device Identifier (DI). :
Agencies
Prepare required data falements for DI record GUDID Data Elements
5 (brcmd/model, labeler info, regulatory codes,
. - . Reference Table
packaging, sterilization, size, etc.).
6 Register for a GUDID account; decide submission FDA GUDID “Prepare for
method (web Ul vs HL7 SPL via ESG). GUDID” guidance
E Submit DI records to GUDID by deadline for your device | GUDID business rules; 21
class; monitor for changes and update records timely. CFR 830.360
8 Remove any legacy |<?Ient|f|ers. (like NHRIC Qr NDC) once 21 CFR 80157
the UDI labeling required date arrives.
Mglntalp internal SOPs for labeling, direct morkl-ng, data EDA UDI Rule &
9 integrity and document management, especially for .
. i, guidance documents
version/revisions.
10 Identify the responsible stake holders 21 CFR 801.45
L ling rul irect
Ensure label & package bear UDI (human readable & apel g ules, direc
) . : . marking where
machine readable) by the appropriate deadline. .
required
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