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UDI Specific Legal Milestones

 2007 FDAAA – the system 

 2012 FDASIA – the timelines 

 2013 Final Rule- 78 FR 58786 



UDI Rule 

 The UDI Rule establishes a UDI system. It requires 
the labels and device packages of medical devices 
distributed in the United States include a unique 
device identifier (UDI), unless we grant an exception 
or alternative to UDI label requirements. As will be 
explained later, this UDI will be in both easily 
readable plain-text and Automatic Identification and 
Data Capture (AIDC) technology – usually a bar 
code. The UDI Rule also requires specified product 
information be submitted to FDA’s Global Unique 
Device Identification Database (GUDID). Most of this 
information in GUDID will be made available to the 
public. When fully implemented, the UDI system will 
serve several important public health objectives.



Health Objectives served by 

UDI Rule:

It will facilitate the healthcare community, industry, 
and the public’s rapid and accurate identification of a 
device using the UDI that appears on the device’s 
label and device package. 

• Medical providers, patients and others will be able 
to more easily access important information 
concerning the device, thereby reducing medical 
errors. 

• It will allow more accurate reporting, reviewing, 
and analyzing of adverse event reports so that 
problems can be identified and corrected more 
quickly. 



Health Objectives served by 

UDI Rule:

• It will provide a standard and clear way to document 
device use in electronic health records, clinical 
information systems, claims data sources and registries, 
leading to a more robust postmarket surveillance system 
which can be leveraged to support premarket approval 
or clearance of new devices and new uses of currently 
marketed devices. 

• It will enable manufacturers, distributors and 
healthcare facilities to more effectively manage medical 
device recalls. 

• It will provide a foundation for a global, secure 
distribution chain that will help address counterfeiting 
and diversion, and prepare for medical emergencies. 



What products fall under UDI Rule?

 Any “Medical device” that falls under the 

definition listed in 21 USC 321(h) 

UDI

 Medical devices placed in commercial 

distribution AFTER the applicable 

compliance date 



What is a UDI? 21 CFR 830.3

Unique Device Identification

 Found on the device label, 

packaging or, in some cases, on 

the device itself 

 Both in plain text and machine 

readable format (AIDC) 

 Identifies device through 

distribution & use 



UDI = Unique Device Identifier 

Consists of two parts: 
 Device Identifier (DI): a mandatory, fixed portion of a UDI that 

identifies the specific version or model of a device and the labeler of that 

device (21 CFR 801.3)

 Production Identifier (PI): a conditional, variable portion of a UDI that 

identifies one or more of the following when included on the label of the 

device:

• (i) the lot or batch within which a device was manufactured

• (ii) the serial number of a specific device

• (iii) the expiration date of a specific device

• (iv) The date a specific device was manufactured

• (v) For an HCT/P regulated as a device, the distinct identification code required by 12 

CFR 1271.290(c)



UDI Sample Label 

UDI = DI + PI



Who is responsible for UDI 

Requirements?

 Labeler is responsible for UDI 

requirements: 

◦ CFR 801.3 - Any person who causes a label to 

be:  Applied to a device with the intent that 

the device will be commercially distributed 

(was in interstate commerce); or 

◦ Replaced or modified with the intent that the 

device will be commercially distributed 



How do I get a UDI?

 You have to go through an Issuing 

Agency (21 CFR 830)

◦ An issuing agency operates a system for 

issuing UDIs to labelers. 

◦ The UDI rule requires all UDIs to be issued 

under a system operated by an FDA-

accredited issuing agency. 

◦ FDA accreditation requires that the issuing 

agency’s system conforms to certain 

international consensus standards. 



AS OF JANUARY 2016 THERE ARE 3 FDA 

ACCREDITED ISSUING AGENCIES TO 

CHOOSE FROM :

−GS1 

−HIBCC 

−ICCBBA 

You need to select the 
issuing agency 



Device Package (21 CFR 801.3)

Each level of packaging 

requires a different DI



These are Not Packages and Do 

Not Require a UDI 

Wrapping 

intended to 

protect

Pallets Crates



Compliance Dates for UDI 

Requirements 



Key General Exceptions - 21 CFR 

801.30
 Class I cGMP exempted devices

 Individual single-use devices sold and stored 
in a single package until removed for use

 IDEs or devices used solely for nonclinical 
use

 Devices intended solely for export from the 
US

 Individual devices in convenience kits

 Three year “grandfather” 

*See 21 CFR 801.30 for full list of exceptions



Direct Marking (DM) Requirement 

(21 CFR 801.45)
 Devices that are intended to be used 

more than once and “reprocessed” before 

each use. 

 DM may be either or both

◦ Easily readable plain-text

◦ AIDC



Direct Marking Exceptions 

• DM would interfere with the safety or effectiveness 
of the device; 

• Device cannot be directly marked because it is not 
technologically feasible; or 

• Device is a single-use device and is subjected to 
additional processing and manufacturing for the 
purpose of an additional single use. 

• Device has been previously marked under 21 CFR 
801.45(a)



• Repository of key device 

identification information 

• Contains ONLY the DI; PIs are not 

submitted to or stored in the 

GUDID 

• Contains only PI flags to indicate 

which PIs are on the device UDI 





Link to UDI website

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Uniq

ueDeviceIdentification/default.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/default.htm


Link to GUDID Guidance:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Uniq

ueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm427424.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm427424.htm


Link to UDI Training Modules for 

Industry 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGui

dance/UniqueDeviceIdentification/ChangesbetweenUDIProp

osedandFinalRules/default.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ChangesbetweenUDIProposedandFinalRules/default.htm


Four Steps to a Successful UDI 

Program 



What do I do if I get stuck?



FDA UDI Help Desk

Link: 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/

UniqueDeviceIdentification/ucm368904.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm


Thank you for your 
time, patience and 
attention… 


