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FEDERAL REGISTER

Vol. 78 Tuesday,
No. 185 September 24, 2013

Rule: https://federalregister.gov/a/2013-23059

Guidance NoA: https://federalregister.gov/a/2013-23058

Guidance:

www.fda.gov/downloads/MedicalDevices/DeviceRegulati
onandGuidance/GuidanceDocuments/UCM369248.pdf



58786 Federal Register/Vol. 78, No. 185 /Tuesday, September 24, 2013,
DEPARTMENT OF HEALTH AND Executive Summary ne @
HUMAN SERVICES Purpose of the Regulatory Action pe -
Food and Drug Administration This final rule will substantially ac
reduce existing obstacles to the de
21 CFR Parts 16, 801, 803, 806, 810, adequate identification of medical th

814, 820, 821, 822, and 830
[Docket Mo. FDA-2011-N-0030]

RIN 0910-AG31
Unigque Device ldentification System

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule to establish a system to adequately
identify devices through distribution
and use. This rule requires the label of
medical devices to include a unique
device identifier (UDI), except where
the rule provides for an exception or
alternative placement. The labeler must
submit product information concerning
devices to FDA's Global Unique Device
Identification Database (GUDID), unless
subject to an exception or alternative.
The system established by this rule
requires the label and device package of
each medical device to include a UDI
and requires that each UDI be provided
in a plain-text version and in a form that
uses automatic identification and data
capture (AIDC) technology. The UDI
will be required to be directly marked
on the device itself if the device is
intended to be used more than once and
intended to be reprocessed before each
use.

DATES: This rule is effective Decembear

23, 2013, except §§ 801.55, 830.10,
£30.100, 830.110, 830.120, and 830.130

devices used in the United St:
making it possible to rapidly :
definitively identify a device
attributes that affect its safe ar
effective use, the rule will red
medical errors that result from
misidentification of a device ¢
confusion concerning its appr
use. The identification system
established under this rule wi
maore accurate reporting of ads
events by making it easier to i
device prior to submitting a re
will allow FDA, health care pi
and industry to more rapidly
useful information from adwver
reports, pinpoint the particula
issue and thereby gain a bette
understanding of the underlyi
problems, and take appropriat
focused, corrective action. Thi
also require dates on medical
labels to conform to a standary
to ensure those dates are unan
and clearly understood by dey
The rule fulfills a statutory
requirement of section 519(f) «
Federal Food, Drug, and Cosm
(the FD&C Act) (21 U.S.C. 360
directs FDA to issue regulatio
establishing a unique device
identification system for medi
devices. The rule also meets s
requirements added by sectiol
the Food and Drug Administr:
Safety and Innovation Act (FL
including a deadline for publi
this final rule and requiremen
concerning when the rule mus
devices that are implantable, |
supporting, or life-sustaining.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule to establish a system to adequately
identify devices through distribution
and use. This rule requires the label of
medical devices to include a unique
device identifier (UDI), except where
the rule provides for an exception or
alternative placement. The labeler must
submit product information concerning
devices to FDA's Global Unique Device
[dentification Database (GUDID), unlass
subject to an exception or alternative.
The system established by this rule
requires the label and device package of
each medical device to include a UDI
and requires that each UDI be provided
in a plain-text version and in a form that
uses automatic identification and data
capture [(AIDC) technology. The UDI
will be required to be directly marked
on the device itself if the device is
intended to be used more than once and
intended to be reprocessed before each A
use. !
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1 IMDRF International Medical
VN Device Regulators Forum

Proposed Draft

International Medical Device Regulators Forum

Title: UDI System for Medical Devices (Version 2.0)
Authoring Group: IMDRF UDI Working Group

Date: 10 April 2013

1. Preamble

This document 1s mscribed i the framework of the International Medical Device Regulators
Forum (IMDRF). It replaces the "Guidance on a Unique Device Identification System (UDI) for
Medical Devices” adopted by the Global Harmonization Task Force (GHTF) on 16 September
2011.

The IMDEF Gudance on a "Unique Device Identification System (UDI) for Medical Devices”
clarifies and supplements the above mentioned GHTF Guidance by providing non-binding rules
for use m the regulation of medical devices, and has been subject to consultation throughout 1ts

development.
There are no restrictions on the reproduction. distribution or use of this document: however,

mcorporation of this document, 1 part or m whole, mto any other document. or its translation
mto languages other than English. does not convey or represent an endorsement of any kind by
the International Medical Device Regulators Forum.
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7. The UDI

1. A UDI shall be assigned to the device itself or its package. Higher levels of packagmng shall
have their own UDL

2. Shipping containers should be exempted. As an example. UDI 15 not required on a logistics
unit; when a healthcare provider orders multiple medical devices using the UDI or model
number of mdividual devices and the manufacturer places these devices m a contamner for

shipping or to protect the mndividually packaged devices. the contamer (logistics unit) 1s not

subjec ts:
\_gﬂe UDI contains two parts: a Device Identifier (UDI-DI) and a Production Idemi_ﬁerﬁ

Iy —
4. The UDI-DI (e.g.. G51 GTIN, HIBC-LIC. ISBT product code) should be globally unique at
all levels of packagmng.
5. Ifalot oumber, serial mumber, software version mumber or expiration date

appears on the label, they should be part of the UDI-PIL. If there 1s ALS0O a manufacturing
date on the label 1t does NOT need to be included m the UDI-PI. If there 1s only a
manufacturing date on the label this should be used as the UDI-PL




UDI

Global nature

Identification of devices for Traceability
Recommendation issued end 2012

Manufacturers responsible for the code
Device Id (DI) in the UDID

Production Id (Pl) in manufacturers DB
Technology neutral: GS1, HIBCC...
Exchange of data standard: HL7 SPL
Database (UDID): thd

Interconnectivity of regional UDIDs: thd
UDID: Publicly available + free of charge
DI contains i.a. GMDN code and term

- Expected application in EU, USA, China, AHWP, Japan, Brazil, Russia,
Australia, Canada...
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Category Unpacked UoU | Base Bulk Package Remarks ‘
= direct marking | Package (higher pack. config) S

Single-use MDs

* IMDRF class A (low-risk) - - DI + PI* * *Pl not required by the US FDA
* IMDRF class B (medium-r.) - - DI+ Pl
* IMDRF classes C+D (highr.) - DI + Pl Dl + Pl
Re-usable MDs Require reprocessing between uses
* all risk-classes DI + Pl DI + Pl DI + Pl * not all package levels necessarily exist
* surgical instruments, IV pumps, etc
Im planta ble MDs Pl = serial number for active implants
* sterile - Dl + Pl DI + Pl * usually single packed (1 piece)
* non-sterile must be DI + Pl DI + PI = often multiple packed (.o’ pieces}
dentiiabe e s i
Others
+ Kits (IVD / non-IVD) - DI + PI DI + PI + concerns the kit package itself
* Standalone Software DI + Pl DI + Pl - » must not necessarly be packed
» config. MD Systems DI + Pl - * AIDC carrier to be placed on a ,main part’
{primary mode of action)
* OTC exclusively = - DIl (linear barcode) * Point-of-5ale scanners can't work with P
* OTC + other channels - = DI + PI * Pl should be presented in a separate AIDC

(non-concatenated) carrier due to Point-of-5ale scanners



HIBC System ID
LIC: Labeler Code
Produkt-Code (1-18 alphanum)

Packungs-Index

Pl-Flag:
Expiry Date and Serial

Verfallsdatum (2021-01)
Seriennr. (1-18 alphanum.)
Check

+SN+Produktionsdatum

+ ELMI A20272 1 /$$+ 0121 B9030011 R

ELMI
A20272
1

1$$+

0121
B9030011
R

1S1234567890/16DYYYMMDD
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(01200614141 99900 4 (173100101 {102 123ABL (2121234567890

FNC1 (01)00614141999996(17)100101(10)123ABC(21)1234567890

GS1 System-ID *FNC1 — *Funktionscode 1 in Code 128, etc.
*Al Handeleinheit 01 *Al = GS1 Application Identifier
Indikator (0-9) O
Labeler Code 7-9 stellig 0614141
Produkt Code (3-5 numerisch) 99999
Prafziffer 6
Al Verfallsdatum 17
Verfallsdatum (JJMMTT) 100101
Al Chargen/Losnummer 10
Losnummer 123ABC
Separator GS (FNC1)
Al Seriennummer 21
Seriennummer 1234567890

+Al 11 Produktionsdatum | GS JMMTT
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Manufacturer

T.A.G. Medical Products
Kibbutz Gaaton 25130 lsrael

Tel: 97 2-4-9858400, Fax: $72-4-2858404

EU representative
MEDMNET GmbH
Borkstrasse 10 48163 Muenster, Germany
Tel: +49 (251} 322540
Fax: +49 {251) 3228422
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Direct Marking

Final rule — only requires Direct Marking for:

 All devices that are intended to be used more than
once and “reprocessed” (clean. disinfect or sterilize)
before each use [expanded sterilized to reprocessed].
* Moves application to stand-alone software.

3 &84") &) .

Direct Marking Exceptions

1. Direct marking would interfere with the safety or
eftectiveness of the device;

2. Direct marking 1s not technologically feasible;

3. The device 1s a reprocessed single-use device

4. The device has been previously marked
-&;y:g}‘;&;&;s‘;d;s;&s"ﬂw'
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PA

UN

0-9

LE

LH,+

Vorschlag fur Markierung kleinster Flachen 2013-08- 30
Unverwechselbare Identifikationsmarke - UIM

For smallest devices UID-PlIs might be used ontigefe is no space for encoding
UDI+*UDI-PI but in this case the UDI-PI shall corsti of a globally unique serial
number according to industry standards, e.g. ISO/IE5459-4 and DIN 66401 UIM

*UDI-DI = UDI Device Identifier, UDI-PI = Production Identifier

3x3mm

ST

uT

LF

VIB

LA

OD

PP

.33

*Issuing Agency Codes — IAC: see ISO/IEC 15459 IAC Register

/.\
§5§L5E995634567890D
\ ...siehe HIBC -UIM

12345678901 - Serial no.
1 E999 —registered Company ID

! LH-—registered Issuing Agency Code
25S - DI for unique serial numbers




3 &84") &) .



3 &&45 $!1&&(



.10






1ISO 22742

3-5 numeric 18 alpha numeric <18 alpha numeric
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Beispiele nur eine Produkt-Referenz

>



Beispiel GS1-Struktur: 2 Referenzen

Im Code55291> im Text(349277
>

1 REF im Text, 1 REF im Code (GTIN)
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Heinrich Oehlmann
www.HIBC.de
hotline@ehibcc.com



