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1. Preamble

1. F X

This document is inscribed in the framework of the International Medical Device Regulators
Forum (IMDREF). It replaces the "Guidance on a Unique Device Identification (UDI) System for
Medical Devices" adopted by the Global Harmonization Task Force (GHTF) on 16 September
2011.

ARF2AVME IMDRF DIL—L-T—9ELTRE T4, S ld, GHTF (XY, 2011 &
9 A 16 BIZEINSN-TEE#SZ(ZEAT 5 UDI Y RATLDHAF 2R (Guidance on a Unique
Device Identification (UDI) System for Medical Devices)J[CER>THHh2ED THS,

The IMDRF Guidance on a "Unique Device Identification (UDI) System for Medical Devices"
clarifies and supplements the above mentioned GHTF Guidance by providing non-binding rules
for use in the regulation of medical devices, and has been subject to consultation throughout its
development.

IMDRF O ZDIEEFEZRICEET S UDI X7 .L (Unique Device Identification (UDI) System
for Medical Devices)|T /72 X (&, EEEIFBAFICEAL TEMHRADGOVE TIRIESA,
EiE GHTF AA 5 RZHAEIL T HERITHEZMATINS, Ff=. CIITESFETIZR AR
HEEITOTCE

There are no restrictions on the reproduction, distribution or use of this document; however,
incorporation of this document, in part or in whole, into any other document, or its translation into
languages other than English, does not convey or represent an endorsement of any kind by the
IMDRF.

AREFa AV DOER, B, TERICEL THIRE R ITEVLA | KEFa AV LD—EHLHL
FERZVDNEERF2AVMITERALREY . FEEFB LSO SE~NOFRYICLT,
IMDRF 229 53D TIEXALY,

2. Introduction
2.8 A

This guidance provides a framework for those regulatory authorities that intend to develop their
UDI Systems that achieves a globally harmonized approach to the UDI. The framework can be
used at a local, national, or global level such that these systems are implemented without regional
or national differences. This guidance is intended to provide a high-level conceptual view of how
a global UDI System should work. It is recognized that further additional guidance may be needed
once these core concepts are accepted.

AAAFTDRE B D UDlI P RATLERFELESIETHIRFNLB/BITHLTIL—L-T—%
IREL. UDI [T L CHAMICBEINIZEEAREAIND,
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ARIL—L-T—71F g HEVEELANIILTEVNERF-ETICERmSN, g, B, £t
RLANIILTHERATSHLDTHS,

AAAFTDRIE HFEE UDI DRTLNEDKSITHEELZTNIENFELMNEE S /N (-L
NGB ZERBTIERZF - TS,

NoDIAT ELHMENEKEBSINFR, BELLEBMAAE Vo ANBEITEHEFERHEHLTL
Do

The fundamental concepts of a globally harmonized UDI System include:
HRMICEEIN- UDI VATLDERERZIZIE. LTHAEENS:

a. the UDI and UDI Carrier are based on standards,

UDI &V ZDFv )7 —I REG) RIS TWARELH S,

b. a UDI applied to a medical device anywhere in the world should be able to be used
globally and to meet the UDI requirements of its regulatory authority,
HAPDEDHIFTH-oTEH, EERMIBFICEETESN S UDI &, XRRHZFHD UDI
BEROQZUVHESE . AP TERATEDLI L,

c. national or local identification numbers should NOT be a substitute for UDI,

E. F-MEBEEOHEANFSE. UDI ODRBELTHERALTIELITARL,

d. regulatory authorities should not specify the procedure for modifying these UDI standards
MEILBE)E. Shod UDIZEGS)ZEET HFIRERRLTIELTZAEL,

e. the UDID core elements should not be modified,

UDI T—4~R—X (UDID) @7 ERZELHEL TIXLMFARLY,

f. the UDID should use the Health Level Seven International (HL7) Structured Product
Label (SPL) and web based interface for data submission,

UDID Tl&, T—RZHDOFERLEL T HL7 HE (HL7) &L & RSAIL (SPL) B &
WY, V1T - R—=R-AUA3—T1—X & FERATHE.

g. every medical device needs to be identified by a UDI, unless it is exempted

ETHOEERMFL. BRI RTHORY., —E0 UDI IZXYFERIShSE,

The UDI System is intended to provide a single, globally harmonized system for positive
identification of medical devices. Healthcare professionals and patients will no longer have to
access multiple, inconsistent, and incomplete sources in an attempt to identify a medical device
and, its key attributes. The UDID is a designated source for additional information. It is critical to
note that the benefits of UDI can only accrue if all stakeholders, from the manufacturer to
healthcare providers and patients, use UDI throughout their workflow systems. Therefore, it is
imperative that all stakeholders be educated about the development and use of a UDI System.

A UDI SRATAIK, M—D, HRIUICEEIN-ERERIIH T IHEELHEN AT LER
HTBHEEFERLTLNS,

NILRATTREEFEBLIUVEEIL. IO EEERBIS LUV ENLO T ELRFERINED -
HIZ, EDLDFAFMDENTWVEWREERY—RIZTIERTILEN LKL D,

UDID (. [#HJmDINILEIT/ONDERULD] FMNEHREFSHHD. UDI ZfFE->
TRETEDT—AR—RTHS,
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UDI I2&YB =55 B FIEIE, BLEA—D—DANIILRATTIREESLUVESE ITEDETOD
FIEBZREN.UDI ZHESNDT—r70—- AT L2AKRZEBLTHERLTIHTELONS,
Lf=D>T. 2 TOFERZFEN.UDlI SRTL ORBEASLIVFERIZHI=->THHEE
BEZTDRIENRETHS,

A globally harmonized and consistent approach to UDI is expected to increase patient safety and
help optimize patient care by facilitating the:

BERE2AL, FEREGEET7OREZHMTIEMNZER >TUTOEEZEET S,
D EMEMICTIFT T, UDI [TRTHHRAMICEEIN-—EROHLIRYBAIGEEINEE
EHFI %

a. traceability of medical devices, especially for field safety corrective actions,
B2, (Va—LBLY] THEEXEREREDAD ., EEBSRIN —YETsORER

b. adequate identification of medical devices through distribution and use,
MREBELIVERRGIZE TH. EERERI OB .

c. identification of medical devices in adverse events,
BEERFFICHBITOEREKSFDHA.

d. reduction of medical errors,
ERBERDEL .

e. documenting and longitudinal capture of data on medical devices.
EERESFICET ST —AOXEL. BLURBREICH-HIE,

2.1 Traceability
21 fL—2EY Ty

The global use of a UDI will facilitate traceability throughout distribution.
HEHZ UDI AEASNAS LIS T MRERITE T AN —HE)T4AR LT B,

In order to achieve traceability, it is necessary to involve all stakeholders to capture and store the
UDI (Device ldentifier (UDI-DI) + Production Identifier (UDI-PI1)) throughout distribution and
use.

Fo—HEYTAZHERT HHICIE. ETOIEBREN. PRHSERBFZOLIEHITE-S
T. UDI (#2355 F DI + iEHAF P) B LERFETLIENDLETH D,

This is especially important for field safety corrective actions.
CHIFEFIZ [Va—Le, 2oft) THEREREREDRRAKICERELLS.

Though the UDID does not capture UDI-PI, it is expected that supply chain operators will capture
and use these identifiers. This is critical during field safety corrective actions. In addition, the
foundational use of UDI can help fight counterfeiting and secure the supply chain for all
stakeholders.

UDID &, ®&E#AIF (UDI-PI) ZEG - REFLGWVD Y TS54-Fr—UBREICE, ThE
MIFLAERIHENEFIND,

InlE, [(Va—Le, 20i) misREeREHEZRETORICERELLS,
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B[, UDI FERADZEN., TXTOFEBFREIHL. FYRVNMBYRECH TS5/ -F
—VDREERZRET D,

Traceability can be facilitated by":
FL—HEUTAIF LLTZ(EL = EETIERICKVIRESND)

a. recording medical devices from manufacturer to healthcare provider throughout the supply

chain,
HEA—D— DOANIRTTIRBEBFTFTOYTSA-F—U2BIZESD. EEEID
SLERFELS.

b. recording medical device use in patients,
BEICHIIERMKAREADELHEZETND.

c. implementation of medical device field safety corrective actions,
EEMER()I—IL = TiGRERERE)DER

d. astandardized way to input medical device identification into health related registries.
RERSNEARICLDIERBRHNT —IDINLRTTEEILOAN)— [—#&
#JIZ DB O T —2RTFHEERNZEE D] ~DAS

2.2 ldentification
2.2 ikl

UDI will facilitate the unambiguous identification of the medical device through distribution and
use by providing a single global identifier that can be used to link and integrate existing
government, clinical, hospital, and industry databases. UDI should allow for improved
procurement, inventory management, and accounting. The existence of a single UDI-DI to link
disparate data bases should allow creative new medical and business applications, and synergy
among those applications.

UDI ZEAL. B A THEET AT, BRES. MRS LUVXERDOT —IN—REI IS
B FRESEDIE T HAPT-EHNLTH NN RBATEEELG D, ENITEYMREIVE
RBBICTER#RZD GBEY => —%/) ZEAI N MESE LIS,

UDI X BE. AEEESSUREZEBORELARICT LD THEINETH S,
BETHAN—REIUSELE—DHEARHFF (UDI-DI) A%, BIEMMDHLLERSE &L
UERTOIGAILKREZREST ST IV r—avEmREICSE. £, Tno7 T r—ay
FOMRFEHREZEALEITIDEELS,

L In the case of medical devices containing medical products of human origin, the traceability chain must, for
purposes of vigilance, begin with the donor, and trace the human material through all of its processing steps. For these
kind of devices the ISBT 128 system has been developed to ensure a complete traceability chain from donor to patient
as required for medical devices containing medical products of human origin.

ErEREREGEZSOERERICEALTI. MBEROBMNT, fb—YEY T - Fz—2IERF—h50R
H. FDETHONERFEZEL T, EFHEME DL —RZEFTHIESTIELIFAELY,
COEIEHBBICHLTIE. EFNAKROEREGEECERBBICTHLTERINSGRFT—ILEEFETD
EEEMN—YE) T F—UFRITHEMT. ISBT128 PR TLMNRAKEIN TS,
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2.3 Adverse Event Reporting and Field Safety Corrective Actions
2.3 FEFLHE [IFL OB e E7E]

UDI will allow industry and regulatory authorities to more rapidly identify medical devices
involved in adverse events. UDI will be available for inclusion in adverse event reports, allowing
greater accuracy in reporting, and more rapid aggregation of related reports. Using this
information, Health Authorities can more rapidly collate and analyze problem reports and identify
the most-appropriate solution for a particular concern. UDI will allow more targeted safety alerts
and field safety corrective actions on the specific medical devices that are of concern.

EFXRBIMTREBOEKREE, UDI ZEATHFICLY. EEEZRICER T SERMR
ZEICRZECHAN T EENHED LSS,

UDI ZREFR|MEZICRHTILICKY . MEDEREMEZIHITET CENTE, BER
HEDRENSHITRIEIZITZ D,

COFEHREEATIHICKY. RIREBIIMERSEORS . BITZSoITHRICERT HF
NTE T BEFRICHTIRELGHRRERERDITHIENAIRIZE D,

UDI OFERICEY. R RELGDIFEDEREFICHLT, KYNZEREREEEDHIE.
(Va—IL. BLUZTOMERERE = SFUTSEREZERE)BEEFERORMAATREER
Do

2.4 Medical errors
2.4 %R

By providing rapid and electronic access to critical patient safety information, such as clinical size,
sterilization status, etc. related to a medical device, the UDI system may help clinicians more
safely select and use the proper medical device for a patient. UDID data could be downloaded by
healthcare providers to be used for internal reference of safety related information.

UDI YATLDFEARAICKY . BEDEE#MBICETS. (BRI X, BREKRGZEDYE
EREEREBRAODAENDEFHLTI/EANRMEINS, CHIZKY . BERE., BF
BITEULTEERMSREER-FAL. ERLEZRLIEIENTEEEL S,

NIRRT TIREEEIL.UDID T—2%4Ho0—KL., Eoh-ReBEEERENBHLSE
BEHRELTRIERTHIEA XD,

2.5 Documentation
25 NF=z X2 T—29

The use of UDI System will facilitate and simplify the documentation of medical device use in

various patient records including traditional as well as electronic health records and registries.

UDI should also enable linkages of medical device information across various systems and across

geographies. These applications of UDI could help identifying medical device problems and

enhance comparative effectiveness.

UDI L RT L (*) ZFEEATHEICKY. EDBEFLEBRMOAILTEEL NI LEAATZH.
BFHALTELUVL RN —GRESESFLRADEERRIC. EREEBOFERFERE DR

MOGEIIFZT ENFREL D,
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UDI () DRIERIZEY . EREEHRE&ERT LR, F b crYRY T SEL T
BITEBRETHD.

Z0&3IZ UDI () 2FAT HHI&ST, ERMBHEOHAINBRILY, T8N
HENEFD.

2.6 Other considerations

2.6 TOMEE T NEH(s)

Other considerations essential for the successful development and implementation of a globally
harmonized UDI System include:

HEMITBESINT UDI VAT L (%) ZHREL. URICKRBSESHIZE UTORLE
BIRETHS:

a. arisk-based approach which is essential given the huge diversity of the medical devices,
EEEBRORELZHMEEZELLTORENLZIRY - R—X-7TO—F,

b. application to kits, systems and other groups of devices which need to be managed
appropriately,
EREREIFRDOT VN (N DRATLEIUCMOLKLKY[DBER L EVCEBEEINSIDBELH
5.

c. requirements which should be phased in over a period of years based on risk classes,
starting with the highest risk class, to reduce the burden of implementation,

MEIEKR (., REAIESITE2REZZEL. FRAZNTT. URIDEWNIFADHER
Mo, BEZ B TEBINSLIICTRETHS.

d. the need for all supply chain stakeholders to have sufficient time to prepare their systems,
processes and staff, for the proper use of the UDI System,
UDI S RT L (*) ZBEERTHEAE KDL ETOH TS - Fz—UFEH
BEISHLT OOV AT L, TOER BLUVRRAYID=OICEYGEFERMES
ABENBLETHS,

e. [Effective data retrieval systems.]
(BFREGET —FRRV AT L ]

3. Rationale, purpose and scope
3. gmdl, HAIE L OV &

3.1 Rationale
3.1

There are currently no global definitions of what constitutes a UDI or UDI System. As a
consequence, discrepancies between different national approaches do exist and will most likely
increase. Common globally harmonized UDI System requirements would offer significant
benefits to manufacturers, healthcare providers, patients, and regulatory authorities. In addition, a
globally harmonized UDI System will limit the cost of regulatory compliance.

BB RIZHLVT, UDI (%) F£1z(E UDI S RT 4 (%) ICEAL THEAEFNEZRIEL,
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KR ELZERTEOHFIZEWNSHFLON, FNHIEKRT BERLASND,
HRALBEBOBEINT UDI AT LA (Y) BRIZKY, BEEA—HD— NIRRT TIREEE . 2F
BLURHLYBEIARELFBEEFLHEELS,

B (BHYBEEOZEREZLTHWNMIBEIHVETERDSESEICLY = HREMIZH
MoENT- UDI DRTLIZKY Y ERFHEST (ITET D) aRXMIZ N5,

3.2 Purpose
3.2 A

[A UDI unambiguously identifies a manufacturer’s specific medical device. A standardized UDI
is part of the label, documented in the UDID, and used consistently throughout distribution and
use should facilitate a number of patient safety benefits, including: ]

(UDI (*) I2&kY, —BRICHREA—N— (*) OB EDEEBIEHANTES, )

(F#EfLShr= UDI (*) [EIRNILO—EELTERAESN, UDID (*) [ZEEEESh., il ofE
RABZICESBRZEL-—BLTHAERASINS, NITEY UTZ2ELCEBELTEOERN
KREIHESEONERNETH S, ]

CLLTF . BIRRFE

a. traceability of medical devices,
EEEIRON —HEUT1.
b. the identification of medical devices in adverse events reports and other post-market safety
surveillance activities,
BESERBEICHETIERBBHENE SV, TOMHREREAEEE.
c. field safety corrective actions, including recalls,
JaA—LZETCTHERERERHE.
d. the reduction of medical errors,
ERBERD L.
e. establishing and maintaining registries.

LOAMN) —DIEERUHEF )

This guidance intends to avoid country-specific requirements regarding the core elements of the
UDI System by developing common guidance for:
AAAZ DR LT DESIGHBH AT AEREFELDD, UDI Y RT LA (*) DIT7ERICE
THOEREDEREZHBRTHIEZBRATLD,

a. creating, using and maintaining a UDI,
UDI (*) DAERL. A, B LU,

b. applying a UDI Carrier,
UDI F+17— (*) DER-FEA.

c. establishing the UDID model/structure, with a defined list of Data Elements,
EBEIN=T—EERVAM 8LV UDID (*) ETI/ILIBEDEE,

d. establishing basic requirements for a data submission format based on HL7 SPL and web
based interface and
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(—RRRY7TAZHEE = HL7 SPL B&UD T - R—R AU A—Tz—Z)E DN =T—4
REIA—TvbD EXBERFERE. [BLU. ]
e. establishing basic requirements for a common data exchange standard.

BT AIRBBEOADEREREBRERRE,

[In order to facilitate global traceability, the UDI System should be promoted and used at all
levels by all stakeholders, including regulatory authorities, medical device manufacturers,
distributors, healthcare providers and patients. ]

(HFHLNILTL—HE)TADIEILZRET H7=H(ZI1F. UDI LR T L (%) A RHENEE.
EREFEEA—N— () ANIRTTREBSIVEBZEC IR TOFNETEFREICLYE
A BEREINGTIILITAEL, ]

This document does not address the use of the UDI System, e.g. by healthcare providers.
Therefore it does not directly address issues associated with counterfeit medical devices or how to
enable better control of purchasing which will depend on the use of the UDI System by healthcare
providers.

ARRFAAVME FEREANLRT TRBFIZED UDI S RT L (*) OFERICHERAZELTL
SOITTIEGLY,

DERYNILATTRMEIZES UDI DRATL (*) OFERICEITAAERKSFOBROEER
DMELICEEDRRZELNTLDDIFTIEEL,

3.3 Scope
3.3 i/

This document applies to all products to be placed on the market that are regulated as medical
devices. For a definition of a medical device, see the GHTF document entitled "Information
Document Concerning the Definition of the Term “Medical Device™".

ARF1AVMDART. EEEFELTHBEIN LTINS TR TOBERICHLTERAIND,
EEEFEOERL. GHTF XA D[ RE ]l Information Document Concerning the
Definition of the Term “Medical Device 1&SBah =L\,

This document is addressed to the regulatory authorities and affects medical device manufacturers
and other relevant stakeholders.

AEF2AVME BRFZBRTOERICERZEVDTLOA. LLLAVERBBREA—H—
) [, ZDMEET IFIERFREBNDEENRSFICLD,

4. References
4. 2EZEH

[- GHTF final documents:; ]
- [GHTF ] SG1/N071:2012 Definition of the Terms ‘Medical Device’ and ‘In Vitro
Diagnostic (IVD) Medical Device’ ;
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[GHTF ]SG1/N071:2012 ‘EfHkER HXU ‘K528 (VD) ERESE OREDE
=
xR,
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http://webstore.iec.ch/preview/info_isoiec15459-6%7Bed1.0%7Den.pdf

- ISO/IEC 16022:2006 - {IT = Information technology -) (AIDC = Automatic

identification and data capture) techniques [-] Data Matrix bar code symbology
specification;

ISO/IEC 16022:2006 - {IT=>1&E#R T —) (AIDC= B ENRH L LU T—2EF) Hiifi(s)
[-] Data Matrix /\—2a—K - U JLAL#E;
http://www.iso.org/iso/catalogue_detail.ntm?csnumber=44230
http://webstore.iec.ch/preview/info_isoiec16022%7Bed2.0%7Den.pdf

-1ISO/IEC 18004:2006 — IT AIDC techniques QR Code 2005 bar code symbology specification;
ISO/IEC 18004:2006 - IT AIDC ${if(s) QR 3—F 2005 bar code symbology specification;
http://www.iso.org/iso/catalogue_detail?csnumber=43655
http://webstore.iec.ch/preview/info_isoiec18004%7Bed2.0%7Den.pdf
http://www.onbarcode.com/qr_code/

[- ISO/IEC 15417:2007 - IT AIDC techniques - Code 128 bar code symbology specification. ]
[- ISO/IEC 15417:2007 — IT AIDC techniques — Code 128 /A—a—FK - R JLAE#%, ]
http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=43896
http://webstore.iec.ch/preview/info_isoiec15417%7Bed2.0%7Den.pdf

5. Definitions
5. AFEDEFE

Accessory
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Fotz)—

Accessory means an article intended specifically by its manufacturer to be used together with a
specific medical device(s), to enable the medical device to be used in accordance with its intended
use [modified draft GHTF definition -GHTF/SG1/N071:2012].

HOBFEDNDEBRBINERTHERAERREICTSLO. TOEEHBIEKICFERT S E
FHREA—HD— *) [TLKYERINE=Y&HE [XET GHTF EEE - [GHTF/]SG1{ =/)
N071:2012]

Automatic Identification and Data Capture (AIDC)

BB & U T—55#F (AIDC)

A technology used to automatically capture data. AIDC technologies include bar codes, smart
cards, biometrics and RFID.

T—REBEMICERGT H-OIERTHEMDIE, AIDC Hifi(s)I<l&, /A —3—F, X<
—bk-h—F EAFEREEC. RFID A% 5.

Configurable medical device system

BRI ARG E R T L

A configurable medical device system consists of several components which can be assembled in
multiple configurations. Those individual components may be medical devices itself and/or non-
medical devices.

Examples are Computed Tomography (CT) systems, Ultrasound systems, Anesthesia systems,
Physiological Monitoring systems, Radiology Information System (RIS).
SHOBHRETHEA LT T, SHRGEROBREEY LTS5 ENTREGERKESR, [Cho
BERID)ERMIE. EREBLDLDTHo1Y, F-/HHWE, FEREBZETELH 5.
BlEL T, avEa—2—MEIRS (CT) YATLBERIZMIVATL KRB ATL E
BRMEZLIDT - DARAT L MERERS ZT L (RIS) EAHIToNd,

Configuration

773

Configuration is a combination of items of equipment, as specified by the manufacturer, that
operate together to provide an intended use or purpose as a medical device. The combination of
items may be modified, adjusted or customized to meet a customer need.

Examples:

1. CT: gantry, tube, table, console are items of equipment that can be configured/combined to
deliver an intended function.

2. Anesthesia: ventilator, breathing circuit, vaporizer are items of equipment that can be
configured/combine to deliver an intended function.

RIEA—H— (%) ITKYROONDEAEDLEEEZHY LITETATLOETHY. A E
HEBREARTERKSFELTERITOIRREBRESE D, BRRNRIL. BEERICIAT.
EE, B FRAIRMISTEENE XS,

il:

1.CT: Hvby— (H8). (XRIEK. T—I )L, RESHEN, BRT HHEEE R BHTH
BRRRZRELL-Y. HAEHOEZEELEYTHRRIZVNTH D,
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2. B ATPFE0ReR. FFIREIRE . SUESRGEDN. BRI ST R - B THERARER
BIELIZY  HAEHEZEELEYTHIREIZVNTHD,

Device Identifier (UDI-DI)

##5# FF(UDI-DI)

The UDI-DI is a unique numeric or alphanumeric code specific to a model of medical device and
that is also used as the "access key" to information stored in a UDID. Examples of the UDI-DI
include GS1 GTIN (Global Trade Item Number), HIBC-LIC (Labeler Identification Code), ISBT
128-PPIC (Processor Product Identification Code).

EREEFEOETIVICHLT—EMGI—FTHY . RFFLEFEHFLILGLLDOTHY.
UDID (*) IZRTFSNFBFEHAD "7 R -F—" ELTHFERASN S, UDI-DI (*) IZ[E. GS1
GTIN[ (Global Trade Item Number)]. HIBC-LIC[ (Labeler Identification Code)]. ISBT (%!
O—F=128-PPIC (MFINEEHDNIFAS—DHERKBANI—R))2EAH S,

Human Readable Interpretation (HRI)

AR5 BT AT GELX F (HRI)

Human Readable Interpretation is a legible interpretation of the data characters encoded in the
UDI Carrier.

UDI ¥+ )7 — (*) [SHEARAENT-T —2XF 5% AR - F1 A AT REIRBEICL=3.D

Implantable device
B AHEE5E

Any device, including those that are partially or wholly absorbed, which is intended: -
e to be totally introduced into the human body or,
e toreplace an epithelial surface or the surface of the eye,

by surgical intervention which is intended to remain in place after the procedure.

Any device intended to be partially introduced into the human body through surgical intervention and intended
to remain in place after the procedure for at least 30 days is also considered an implantable device. [GHTF
SG1/N77:2012]

BAHHAINELZEREZEOHALEDEED . LIHVEDS HEDETHY. UTZERTS: -
« MEIZEZICEASNhD, =&

o LREREFLEFREREAZFMICEYESHERZ, LERLEOIAUICEEFTLIFEZERT
Do

HEFWICEY NEANBIHIICIHRAT HLHELHBFTHY . LERZTDERGLIZ 30 ALL
LEEFHLEDFZEZERLTVSIEE D, BOAABBREALGIND, [GHTF
SG1/N77:2012]

PDF: http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n77-2012-principles-
medical-devices-classification-121102.pdf

) —F: http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n77-2012-principles-
medical-devices-classification-121102.docx
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Kits

Fub

Kits are a collection of products, including medical devices, that are packaged together to achieve
a common intended use and is being distributed as a medical device. These could also be called
procedure packs or convenience Kits.

Note: Jurisdictions may differ in their definition of kit.

EERBREISUCHMOEFYEES. Thold. ABOEHTAHERETENTHIEMNTERT
B=HIZ—D2I BN, EEMFLLTRASELOND, Ihbld, F=. TA—Dv—

YPEM AVEZIVR-FybEEEIEN D,

AR AEBEEIICE ST ERVERLGDSEELH D,

Label

a4

Written, printed, or graphic information either appearing on the medical device itself, or on the
packaging of each unit, or on the packaging of multiple devices [GHTF/SG1/N070:2011].
EREBEANE TOEE. T3 EROERBBFNL AR BIZAHFEINLIFERT, FEZ.
BRI, E=(E. T 574D ER A TREEEN S, [GHTF/SG1/N070:2011]

PDF: http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n70-2011-label-
instruction-use-medical-devices-110916.pdf

7 —K: http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n70-2011-label-
instruction-use-medical-devices-110916.doc

Manufacturer

BEA—SH—

Manufacturer means any natural or legal person 2 with responsibility for design and/or
manufacture of a medical device with the intention of making the medical device available for use,
under his name; whether or not such a medical device is designed and/or manufactured by that
person himself or on his behalf by another person(s) [GHTF SG1/N55:2009].

This includes reprocessors and remanufacturers that take responsibility for the device and
reintroduce it into commercial distribution.

ERMBREFERICHTIMT, TDA—D—RDHLERETIARADHDIVIL. EA 2 #ET.
ZTOE@ED . TDA—N—IZKYEREFLFRESN=D . HANEZEDIED—DTH OEM
A—A—IZEFELEMEEHEEL [GHTF SG1/N55:2009]

PDF: http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n055-definition-terms-
090326.pdf

) —F: http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n055-definition-terms-
090326.doc

NICE. BEXERLUVBHEA-N—IEFN. ABIRNRERRFLELEHSVIEE
RER. TOERBFBICHNIIREEZH I OATERAMRICEE S,

Own Brand/Private Labelers

% The term “person” that appears here includes legal entities such as a corporation, a partnership or an
association.

CCTEY A EE R ARBERACHARGEDZEANEET,
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E#HISUR | BHESNILEE
An Own Brand or Private Labeler relabels a device from a 3rd party with his own name without
making any further changes to the device thereby taking responsibility for it as the manufacturer.

OEM A—h—&YHIRSN-HRICEEZMADELG HBDRRZL, TNODEEA—
H— () ELTOEHBZEV LTI HHE. COKIITHFENS,

Packaging Levels

r2E- b4

Packaging levels means the various levels of device packages that contain a fixed quantity of
medical devices, e.g. each, carton, case.

Note: This does not include shipping containers.

—EHOERBBOBERG(D—Ir y—R1EE),
(INLYNGEDEYa TFH— () FEFLZL. =R ChICE . @BERIVT—%28FR
LYo )

Production Identifier (UDI-PI)

SE# 5 F (UDI-PI)

The Production Identifier is a numeric or alphanumeric code that identifies the unit of device
production.

The different types of Production Identifier(s) include serial number, lot/batch number, Software
as a Medical Device (SaMD) version and manufacturing and/or expiration date.
EREBOHNEEMZHNTHAHDI—FTHY . BMFFLEFERBFLYGSL, ChilE, V)
FIL-FoN— BYMNNyF-FoN— [EEHEFELTOY IR I7— (SaMD) D/3\—23
UESU JRESIVEREIRA T —2OEAHLINEELELMNEFEND,

Radio Frequency Identification (RFID)

ERIZ L SEAES (RFID)

RFID is a technology that uses communication through the use of radio waves to exchange data
between a reader and an electronic tag attached to an object, for the purpose of identification.

XNEYOHR BT, BREZEALTHEYICIY S ITon=427 &) -4 —RTHE#HRZE Y
RYTLHEMDE,

Shipping containers
WEFITS—
Shipping container is a container where the traceability is controlled by a process specific to
logistics systems.

ROATLEROLEBIZH ST —YEYTAMNEEINLIUTH—T. EYA ANLN
%o

Software as a Medical Device (SaMD)

[EEBFEL TD YT, DT7—(SaMD)

The term SaMD is defined as software intended to be used for one or more medical purposes that
perform these purposes without being part of a hardware medical device. [IMDRF SaMD WG/
N10R4FINAL:2013]
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SaMD &l&, — DU EOEREMDO-HICHERASNSYIrIz7—FBKL. N\—FVx7—
EERMIFO—MELTHET HEDTIEALY, [IMDRF SaMD WG/ N10R4FINAL:2013]]

Standard

(7%

Document, established by consensus and approved by a recognized body, that provides, for
common and repeated use, rules, guidelines or characteristics for activities or their results, aimed
at the achievement of the optimum degree of order in a given context. [GHTF/SG1/N044:2008]

HEERDTT. REDEREERT H-HIC. BEICEDSERIN, BBASh-FIARIEK
RBLEXETHY. TOXEF. BEEBETOREROHD. HEDREERAT HRE@S). A
ARZAV ) FEIEFHFEGC)ERTET S, [GHTF/SG1/N044:2008]]

Unit of Use (UoU) UDI-DI

& /FE (7 (UoU) A UDI-DI (*)

The UoU UDI-DI is an identifier assigned to an individual medical device. It is assigned in
instances when a UDI is not labelled at the level of the device unit of use (e.g. several units
contained in a plastic bag). Its purpose is to associate the use of a device to/on a patient.’

(UDI (*) AABhfFE TLVELY) B & DFERBEAL (UoU) O EEMEIRICEIY LTSNS F
ES., i, =&AL FREBA [(BIREX. EZ—ILRIZEHDIZYIDA A-TLVSIE
7)) BEEFRLANILIZ UDI AR SN TULVELMESICEIYE TOoNDS, ChITKY, BEEDE
AEREBDOIBENIENHES,

Unique Device ldentification

(UDI = #5531 & 5 FUnique Device Identification) )

The UDI is a series of numeric or alphanumeric characters that is created through a globally
accepted device identification and coding standard. It allows the unambiguous identification of a
specific medical device on the market. The UDI is comprised of the UDI-DI and UDI-PI.

Note: The word "Unique" does not imply serialization of individual production units.

[Unique Device Identification MEE T, ] —EBHIICEEKFZZHAITHIEMZFEO> TS, C
NIE, HRWICEDoN-EREFHN S IOMBREZAVTRFREERFOHEHA
BHEITTERSN S, £z, UDI [, UDI-DI (*) KLU UDI-PI (*) ICTHEREIN S,

IR —EM (unique) B ELXDOREEMICHTEIVITILESHEZEKRIT H2LDTIEHE
LYo

UDI System

UDI =X 7.4

The UDI System is the framework for:

1) UDI production ,

2) UDI application on the label or on the device, and
3) UDI Database (UDID) fundamental contents

¥ Because of their nature, the Unit of Use is not appropriate to in vitro diagnostic medical devices.
DM LT, FERBES (UoV) (X, in vitro (K552 17 EEBERRICITE Y THLY,
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({8 %< D UDI (*) £, INILOHEEEADEA. £KU UDI-DI (*) L EERKRBEEMNFER
% UDID (*) ICRTETAEHICETEIL—L-T—UThHb, 2UDI VAT LEFLUTIZHESZ
L—L-J—9THS:

1)UDI &5,

2)UDI 2oL EH DN IR ICE M5, i

3)UDI T—A~R—2X (UDID) D EKIER)

UDI Carrier

uDI F+)7—

The UDI Carrier is the means to convey the UDI by using AIDC and, if applicable, its HRI.
Note: Carriers can include ID/linear bar code, 2D/Matrix bar code, RFID, etc...

AIDC (*) XU, HLLBEAATEELS (X, ZD HRI (*) 2 AL T UDI (*) BHRIGED AR
T5Fi%,

AR FvUT7—I2IE, [ID/)—®kIt/A—a—FK, 2D /N—a—FK, KU, RFID (*) EAEFEN
%,

UDI Database (UDID)

UDI F—4#~—X(UDID)

The UDID contains identifying information and other elements associated with the specific
medical device.

BEDERERICETOHANFERR L. TOMEEEZRNVRESND,

6. Guidance for a UDI System
6. UDI > A7 LA DEiHH

A UDI System comprises 3 parts:
UDI S RT L (%) [T LT 32D 8D &V,

1. the development of the UDI using globally accepted standards, (See section 7)
HAMIZERDOON-ZEZFEALTO UDI (*) £5L. [(E7ESR)]

2. the application of that UDI on the label, (see section 8) and
UDI (*) D3N ETOFRER. [(E 8ESR) IS LV

3. the submission of appropriate information to a UDID (see section 9).
UDID (*) ~m:E 7z iFsmizH (3B 9 ES]R)].

In order to facilitate a globally harmonized approach to UDI, it is imperative that:

UDI (*) TR LT, HRMICBESN -7 TO—FEHLEDHH=-OIZIE. L THRBETHS:

1. the marking of the UDI should be an additional requirement — it does not replace any other
marking or labeling requirements. However UDI should replace any existing medical device
identifier used in accordance to local regulations with the same purpose of the UDI System;
DI (*) RRIFEMERTHSD, UDI (*) BMEDULAEET—F T HOIRYU T ERIZE
2TRDHDEDTHH>TIELIFAEL, [LALAENS, UDI L RTLERL BRIRLILL i
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DERFNHE->TERASNDIVWDLGLHIERMIFHIFL UDI [TELTHDODIENEFEL
Ly 1

2. the manufacturer should create and maintain globally unique UDIs on his medical
devices;

HEA—H— (*) X, TOEEEF L THEHAMIC—EMNG UDI (*) ZERLERTGE
DHERFSNKRT D LIICLIESTIRUL TN,

3. only the manufacturer can establish the UDI on the device or its packaging. Reprocessors

of single use medical devices, remanufacturers, relabelers and own brand/private labelers
are considered the manufacturer of the reprocessed, remanufactured or relabeled device and,
as such, are also subject to these requirements;
HEA—H— (*) DHD. HRERZOZTOWEAAD UDI (*) EpTES, HEFERE
MERKSFOBEERE BREA—D— [UIRSF—IRBITFUFTFMR—F-5R5
— (*) & BERFE BEESN-HBOREA—H— (*) LBHSND, T . Eh
DR EIERERDHAREDD;

4. globally accepted ISO/IEC coding standards implemented by global organizations, such as
GS1, HIBCC and ICCBBA, meet the criteria of the UDI and manufacturers shall be
permitted to choose which system to use. These organizations have responsibility for
maintaining the global uniqueness of their coding systems. It is imperative that these coding
systems be adopted and implemented, without national deviations or changes to these global
coding systems; proliferation of coding systems must be discouraged,;

UDI (*) EREE %19, GS1. HIBCC 4> ICCBBA D &57tH R HRI(L b= &
YEFERIZBINTLS) HAMIZEREINTOB[ISONEC]aA—T AU T ZEEDH IS,
HEA—H— (%) B EDVRT LEFAT HMERDBHZFDRRICLGCTIELFALY,
INoDBICEVTIE. ZNETNDARITTEHI— A HAMLG—BEREHFDOILICER
EHD, cbDI—TA2T -V RATLIR, BRDEVNEL-T . FEREZMASER
RSN FRINGCTEIWNTRN, £, 3—T40 7 -V RAT LDOERRKREE LTS
ElEHo TR,

5. national or regional regulatory requirements shall not restrict methods of AIDC as this will
hinder the establishment of a globally harmonized UDI System;
HRAMBEZH-EREZERT S UDI Y RTL (*) BEICKEEZES-TENLRKD.
EF Tk 5B DORHEIERIE AIDC (*) FEICHIFRZEMA TIEULIFALY;

6. the national/regional regulation for UDI System shall include a robust and transparent
mechanism for evaluating and adjudicating requests for UDI exemptions in alternative
placements of UDI-DI and UDI-PI. Such exemptions should cover all the products with the
same characteristics;

UDI L RT L (%) 1239 2 E/HuERE (. UDI (*) 3BHIEBREBFEDOTE., HIEDADHE
BEL=(T0tERX=2>F - EHEDHLHEHEANEFBYRAFTHSTIEWNTAL, T (FN
X, HLEHEOEBFELITWALRIL (EL.DPM) AD UDI (*) IT&DIRNYLT X
UDID (*) ~D4EIEH D ZEEZD=>UDI-DI XU UDI-PI DREZRET)FRER(ER)D
BENEEND. (FIDLOEHRNMNE BHROEEZFODERA(G)I RNTITERAINSG, ),
7. the regulators of the UDI System shall specify harmonized exemptions for certain

devices such as investigational devices and custom made devices from UDI
requirements;
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UDI L X7 LARHIE, AER AR ORI OMBFLE TSRO ENT-FRIVZH
FEICLARSTIE L FARL Y,
8. common criteria for recognition are:
(FREE=>ERREICS T AERDFREENC Y 7o > TOMIEHEAET LI D v
a. The employed UDI must meet the requirements of the globally harmonized uDI
System to adequately identify a device through its distribution,
BRASNT= UDI (%) [F. BB OMBABESEICEWNTEYIZERN TED XIS,
HRAMICESINT- UDI VAT L (*) BERZEESE TLRSTIELFZLY,
b. The employed UDI is in compliance with globally accepted standards ISO/IEC
15459-2, ISO/IEC 15459-4 and 1SO 15459-6,
FEAINT- UDI (*) [E.1SO 15459-2 (B £k FHi=). ISO 15459-4 (M) B LU
ISO 15459-6 (AVNEER M) HE D(ER=>HAMIZZ T AN TNHMRE
[ZHEHL TS,
c. The employed UDI will be available to all users according to a single set of
consistent fair and reasonable terms and conditions.
FASNT- UDI (%) [E. T RTOA—HF—ICRHLTH—SN-HESLUVREL
FHICTR#ENS,

To meet the public health objectives of this guidance and to ensure that medical device user
facilities, healthcare providers, regulatory authorities, and others will be able to make efficient and
effective use of the UDI System, there could be a need to limit the number of accredited global
organizations and available coding systems.

RAAFOADRNREEBVERD- ., FH-EREHFE LT R AILRT7-H—EX
RILE . RHLB. BEOZOMFIFEREICEKO>T UDI (*) [DATLIARMA DR
HICERSNAEEHERICT SO, HADEERBOBCEDGI—T42J - VAT L
DHERDIVELHDEFZ D,

7. The UDI
7. UDI

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

—2® UDI (*) NEEBBAAKEL (T ZORBAICKRREINGLLTIEWTEL,, EEOR
BlE. £z, BLGS5EAE D UDI (%) 1A <TIELITALY,

2. Shipping containers should be exempted. As an example, UDI is not required on a logistics
unit; when a healthcare provider orders multiple medical devices using the UDI or model
number of individual devices and the manufacturer places these devices in a container for
shipping or to protect the individually packaged devices, the container (logistics unit) is not
subject to UDI requirements.

WEAITF— (%) [ZHINTHERE, F2EAIE . UDI (*) & LTOKIGIHE. YR
BIIZIEFERSINGL, ARTT7-H—ERREEN. EH4AD UDI (*) FEERES
ZEALTEHOERMFZIXL, HEA—N— (*) AEhorimE BV EETE
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DRZEDERDREBHT—DO0IVTHF—ICANIZE ., £DAVTFH— (WRESL)
(& UDI (*) RIRERARI LB SND,

3. The UDI contains two parts: an UDI-DI and an UDI-PI.

UDI (*) I 2 DD /3—r kY755 —DDHzRHAIF (UDI-DI (*)) & —DDREHAIF
(UDI-PI (*)) TH 5,

4. The UDI-DI (e.g., GS1 GTIN, HIBC-LIC, ISBT-PPIC) should be globally unique at all levels
of device packaging.

UDI-DI (*) (#§l: GS1 GTIN, HIBC-LIC ISBT & &a—K=ISBT-PPIC [&i&EE DH Mk
Aa—k1 ) F. 2TOIERKVBREMZ B L THAMICT-ENLELOTECTIEN T
LY,

5. If a lot number, serial number, software version or expiration date appears on the label, they
should be part of the UDI-PI. If there also is a manufacturing date on the label, it does NOT
need to be included in the UDI-PI. If there is only a manufacturing date on the label, this
should be used as the UDI-PI.

Oy ke oR_R—= SUT)eFUNR— VT RTT e RX=Tg [« F—
] . ERIEIHEEWIRS T riciEE s n s o ThiE, £ 5T UDI-PIL (%) IZAR
A RETH D,

Fo, INLHITMATREAN 7 VRSN TV A 54, ®iEH X, UDI-PI (%)
(CANIALe LB T2, 22 L EREEHROT TREROHAPFEH S L TNDH DR
5, TOHRGEHR % UDI-PI(*) & LTHEM L7 < TEWiT 2w,

6. When a UDI is not assigned to the device at the level of its unit of use, then a UoU UDI-DI

should be assigned, to associate the use of a device with a patient. [for example, a UoU UDI-
DI would be assigned to an individual electrode when the electrode is distributed in a package
of 10 — and lowest level UDI is assigned to that package of 10]
HEBRDOFEABEAMLAILIC UDI (%) DEIVETONTULVEWNSEE BE SFEAKSE ORI
(FDT=I(Z. {EHEAL (UoU: Unit of Use (*) ) £LT® UDI-DI (*) #E|Y K THLTIELY
(F720y, [ TR 10 AAVIREAYFRER T, R/IDLAILD UDI (*) BAZFD 10 KAY
BalZBYETOoNTWSIEEE. BiE—K—XKIZ, ZhZHh UoU (*)UDI-DI (*) HEIY
HBTondIEIThD

7. Each component, sub-system or accessory that is considered a medical device and is
commercially available needs a separate UDI unless the components are part of a
convenience, medical procedure, IVD kit or configurable medical device system that is
marked with its own UDI.

BEBR. YT - VAT LOT Y —*)DMERICEEEIRIREL TR R EGE>TLY
B2HEEINTHY MG TAFARLEIEEE. ThTh(BERO=>BR&MN. JVE=T
VR BEBLE, IVD FUEDO—EHTHAHMN F=EENHAD UDI ZBEfFEh TSIV Ty
X757 VEEEIRS AT LTHEULRY, ) UDI (*) NBEITH S,

8. Kits should have their own UDI.
Fub) (. B D UDI (*) #HORETH5,

9. The manufacturer assigns the UDI to a device following the relevant coding standard.
BEA—ND— (%) (T BEF[ITHLTEREI—T s T ZEITH L UDI (%) 22V T T 5,

10. Any change of one of the following UDID data elements determines the need for a new UDI-
DlI:
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UTOWITNMND UDID (*) T—2ERICEENREAETHIRIL. #HLLY UDI-DI (*) Ky
BT
a. Brand Name,
TSUR4,
b. Device version or model,
R D= a v (D ET) T4,
c. Clinical Size (including Volume, Length, Gauge, Diameter),
BRRH A X (BTe, FE. RS, AR EHE),
d. Labeled as single use,
BA[Eff FH o O HHE
e. Packaged sterile,
TR A2
f. Need for sterilization before use,
okt R D 22,
g. Quantity of devices provided in a package,
(el 58 o as A%k ]
h. Critical warnings or contraindications: e.g. containing latex or DEHP.
(757 v 27 2H D DEHP [7 Z WY = F u~F L] 72 EOFEY
BratefmOREERES F I3 EFR]
11. At a minimum, a new UDI-DI is required whenever there is a change that could lead to
misidentification of the medical device and/or ambiguity in its traceability.
IR ORGRN], BELO, FLr—HYEV T 4 —IZHNENIIZEN D[RO H
LDEEONTNN—TTTENAELTHE . &IKTHHT UDI-DI (*) DA KLAE L 72
Do
12. Reprocessors of single use medical devices, remanufacturers, Own Brand/Private Labelers

shall create their own, new UDI for the reprocessed, remanufactured, or relabeled medical
device which will replace the OEM’s UDI where it exists.

R B ERESROBAES, BEA—D— MET 7 RIT T4 X—] -
TRT— (ML, HAESIN, FREIN. £33V - TV ST EREER T
LT, T TICHREEN TS OEM St UDI (*) i2ftb v 5 E OH Ly UDI
()& AR L7 < TEWIT 720,

13. Reprocessors of single use medical devices, remanufacturers, Private (Own Brand) Labelers
shall retain record of the Original Equipment Manufacturer’s (OEM) UDI.
R B ERES OFAEESR . BREA - —, 7794 X—F MBT 7 F)
F T — (*) IZiX. OEM JL® UDI (*) itk z PR LT 28503 H 5,

14. A change of the label to display or modify a UDI-DI should not (in and of itself) require a
premarket submission and/or re-registration. Manufacturers may be requested to
notify/inform the Regulator.

7 L2 UDI-DI (%) 2R 5, HDHWIE, 7L LD UDI-DI (*) ~DZEENRET
BT, [ERANX] IRATHGE £ IX RO WT I E HER LTIV v,
7272 Uy RS RS Y 3 E A — B — (%) ~xF L, el as ZERT 58550 H
50

9 December 2013 Page 22 of 38



IMDRF/WG/N7FINAL:2013

8. UDI Carrier
8.UDIxx VU 7T —

1. The UDI Carrier (AIDC and HRI representation of the UDI) shall be on the label or on the
device itself and on all higher levels of device packaging. Higher levels do not include
shipping containers.

[#yE X —5—1Z] UDI %+ U 7 — (*) (UDI (*) ® AIDC (*) 3 X O HRI (*) #£R) %,
(H2R., ZOMRE., E7I3MRAR, BEIORELOME D T IR RT HEEN
bD, DTV EHDHWVIE, aEARE X OO BALA T ORESHREIZAGfT 35~
T ThHDH, AL~V ORREIZIX, JoHA (shipping containers) & £ 721N, )

2. In case of significant space constraints on the UoU package the UDI carrier may be placed on
the next higher package level.

[ BN AR G R AR = A3 207 E OB R HIR 2 S 5854 1L, UDI ¥+ U
T —=ZRO LA~V OB LTH RV, ]

3. The UDI Carrier for single use medical devices of risk class A and B packaged and labeled
individually does not need to be on its package but rather on higher level of packaging e.g.
carton. However when the healthcare provider is not expected to have access (home healthcare
settings) to the higher level of device packaging, the UDI should be on its package.

EES I Y REHERIE M R STV D (R 27 of&GR=HEEN T, 7792 A E
LU B IZHoH SN L ERKES) (3. ZOHTIC UDI &+ U 7 — (%) 2R3 505
X2V, 2o [Oe 2] EfLofEa, Flx Xk — bty [—RAIZIEE 5o 2L]
WZIERSS O ERNH D, b L, ~VARTT - = REME (B FEa——=
TEE~VAT TERE) ) 12, 20 oS me (B 1— )] iR+ 2 FL
THRRWEEIE, UDI(*) 2T OMEEIZAES L < TEW T ey,

4. Non-prescription medical devices exclusively for retail Point of Sale (POS) do not need to
encode Production Identifiers in AIDC on the point of sale package.

/NGElE (POS) THLTEE 7 L Clg A FTREZR RS AR 1. T ORIEHNIT (PI (%)) ZHR5e
HEATHEL I AIDC (*) & L CAFVATLEE T 220,

5. No particular AIDC methods should be required by a regulatory authority. Globally accepted
AIDC methods based on I1SO standards that have been adopted by the global organization (e.g.,
GS1, HIBCC or ICCBBA) shall be used.

RS R/, 22 658572 AIDC (*) FHEZZR L TEIWIT RV, 1SO 2L &2
BAZE &, HARAIZRHEA (1] GS1. HIBCC <° ICCBBA) (2 X 0 388 H 7= iR ERD
% AIDC (*) FEZMEH L7 < TEIWIT 72,

6. RFID should comply with open, commercially acceptable, international standards such as
ISO 17366:2013 Supply chain application of RFID — Product packaging and be vendor neutral.
RFID (*) FiklE. (EPC (B¥psidhaskn] = — R)=>"1SO 17366:2013 RFID %7 Z A F =
— BT LT TV r—va URUE - BEEER) Fofig TR b —7 v
72 CERSEE) BEEICHE L TWLHIRETHY ERICBO TR LRHOXE T
H5D,

7. When AIDC carriers other than the UDI Carrier are part of the product labeling, the UDI
Carrier shall be readily identifiable.
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10.

11.

12.

13.

14.

UDI & U7 — (*) LSk AIDC (*) F ¥ U 7 — b 7 VLI ST D54,
UDI Fx U 7 — (*) BERISHNTE 2 L 912> TnH 2 &,
If linear bar codes are used, the UDI-DI and UDI-PI can be concatenated or non-concatenated
in two or more bar codes. All parts and elements of the linear bar code shall be distinguishable
and identifiable.
—WIt/N—a— RMEH S5 54A . UDI-DI (*) 8 X OV UDI-PI (*) IZE#EFSIRET, &
HWIFTEBDAN—a— e L OREFRETERRTE 5, £0HEG, N—a—FoD
TR T O M OERITEMICERTE, FLRBTE 2 TUIWIT vy,
If there are significant constraints limiting the use of both AIDC and HRI on the label, the
AIDC format shall be favored. However, certain environments or use situations, such as home
care, may warrant the use of HRI over AIDC.
o] S DFRWHEIIRA B > T, Z~UL EIZ AIDC (*) £72IZ HRI (*) DEL L —FH L
IMERTHZENTERWEGE, AIDC (%) Z2INTAHAZENEE LY, LL7eR
5. FKETOMEME, BEMHRESMEMGIEIC L - TiE, AIDC (%) (2> T
HRI (*)OFEHANED LD,
The HRI format shall follow the rules of the UDI code issuing organization.
[HRI (ABIAT3E 0T @HEANA—a—F - U RS FIcii#Ensd (Al) R0
RET) 7 A —~ v ME, UDI 22— REITEE O /L — L ZiE b 7e < TIEWIT vy, ]
In case of RFID, a linear or 2D bar code shall also be provided on the label.
RFID (*) i 9 2A1EL. RFID (*) (22T, —&KIe/N\—2— KH DL 2D /3 —
a— ROWT gk 7L BICERRTIHEESNLD D,
Medical devices that are reusable should have a UDI Carrier on the device itself.
The UDI Carrier of reusable medical devices that require reprocessing between
patient uses should be permanent and readable after reprocessing cycles for the
intended life of the device. Manufacturers may determine that this may not be
possible or warranted on some devices due to size, design, materials, processing,
or performance issues.

BRI 2 B X 5 ERERR T, UDI v U 7 — (*) 2 ARRE#HERRICTRETH
2o
BELHOMICHEA [H 2 WVIFRE] BEEk S 2 @B B8O EREER~O
UDI ¥+ U7 — (*) X, ZOEFRESRO (SERSh) @ndFaliih, B84 [
W] EEZRIT ORI BAlRER L 212, N—<3x o MfFE L < TIWIT 2
W, BUEA—T— (%) &, YA A0 RKEE MPE QR Ei3RE EoBENS . B
LREEDEREIZIE, 2O X5 RAMI DA ATRED D WVITREETE e &5
HERHKD,

The UDI Carrier should be readable during normal use and throughout intended life of the
medical device.

UDI & U7 — (*) 1%, MREFRES O LFmBIE TS, Eo@mEEHRETICE
WT, AR NARETH HNETH D,

If the UDI Carrier is readily readable through the medical device’s package, then the UDI
Carrier does not also need to be on the package.
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UDI ¥+ U7 — (*) B, BEFEERO Ny r— [BI21E, ZRRMECOME] %@
L CRHICHAMRDY ARETH DA, TO/ 8y 7 —12UDI v U 7 — (%) 2054
DB,

15. A single finished medical device made up of multiple parts that have to be assembled may
have the UDI Carrier only on one part.

BEO A= D5 WV Ear R - 2=y F] OAGbE TR S
D ODRKEEL E L COERKERIT., TD 2 HbO—20/ 8= (ZD% UDI $x U
7 — (*) TR R,

16. The placement of the UDI Carrier should be done in a way that AIDC method can be accessed
during normal operation or storage.

UDI % U7 — (*) ORMHIZEE L TiE, x4 AIDC (*) FHEZ MW T, A& O
M &2 WIFERE PICE BRI IE R 2 B TE 2 < TIWIT R,

17. The bar code carrier(s) that includes UDI data identifiers “DI” and “PI” may also include
essential data for the medical device to operate. The UDI issuing agencies identify these data
elements by application identifiers or flag characters. The regulator shall not limit the use of
the UDI carrier to only “DI” and/or “PI” data but allow for other relevant data.

Example:
GS1 General Specification allows for Application Identifier (91) through (99) for company

use. This data could be used by the manufacturer as an activation key for a device or IVD
analyzer. A GS1 bar code could carry (01) GTIN (17) expiration date (10) LOT (91) internal
device activation key. Standard scanners set in the GS1 mode will parse the 4 data elements.
(01) is the static DI, (17) and (10) are dynamic PI data.

They could be uploaded into hospital inventory systems. (91) would be ignored by the MMIS
system but if the product is then placed into use, this Al data could activate the medical
device .

[UDI 351 “DI  [Bggsadnl+1 7 < “Pl [HL&E#AI1] 7 25/ —a— KD
¥ U7 —06) 1%, o, JHBEREGEBIECROILERAARRT =2 E2E5D5H T L
HLTE 5, UDI BITHEBNEX, chonT—XEEE2T 7Y r—ya Vbl £
TI7 Xy T X —CEMNT A, BHIE R, UDL X U T —OfEH%EZ, “DI”
BIOEIL “PI” ORITHIRT H_X&E TiEl, MoEET —XIZHiHTE 5 X
INZTREThH D,

Example:

il

GS1 A tAkE L, 77V r—ya VBT O (91) ~ (99) 2 EEONEHMEH T —#
IZED Y TTND (BF 2 M+ AIEROFEHTRK 30 /1), Z 07 —Hi%, fiEiRe
A =T =N, B2 IVD ras DT 77 4 X—a v« F—E ANAATED T 5D
W EN%, GS1L N—za—RiX, GTIN 2, 77V 7r— 3 »ikhl+ (01). HEW
B2 (17)., v v M&5% (10), RENBEHTOMWRT 7 74 X—Ya v - F— - F
—ZZ 91) T2 2 L HkS, GS1 F—Ricky FENTEYER F v —
X, IND 40O T =X &5 Z LK D, (01) 1%, #DITF—%, (17) X
(10) 1Z. AIEPIT—XTh D,

9 December 2013 Page 25 of 38



IMDRF/WG/N7FINAL:2013

INHOTF—HiE, BENEREHEY AT AT v 7 a— R4T5Z ER/HES, (91)
L. MMIS v A7 A2 X0 R S b0, R8I AER I SN A BRITIIERT 7V
g—a ViAo T — A INEDEREK R E T VT 4 N— T H I ek S, ]

9. The UDI Database (UDID)

9.

{UDID=UDI 7 —# ~X— X (UDID))

9.1 General principles of the UDID
9.1 UDID D—#&J7 A

1.

2.

10.

The UDID shall support the use of all the core UDID data elements.

UDID (*) IX, I HE&THa 7 UDID (*) T — X EEEZVR— N THEEND 5,
No product commercial confidential information shall be included in the UDID.

UDID (*) {2, PEdh DR O FH a2 AATFIIFF T Ly,

The manufacturer is responsible for the initial submission and updates to the identifying
information and other medical device data elements in the UDID.

BEA = — () TG RO T — & M OBCHTGTE ), £ & £ OMERES
BT — % % UDID (*) l2 %% 3 2 BEIL & R,

Appropriate methods/procedures for validation of the provided data shall be implemented.
it Lo 7 — 2Tk 2 0) 70 2 Y MR FEUY FIRZ M AA L RETH S [HITIE
LWESRDARE SHLET ST 2 K 512] .

The manufacturers shall periodically reconfirm all the data relevant to their medical devices,
except for discontinued medical devices.

(B A —J — ()= REARTE A — T —(5) ) 1F, FEP IR R o> o ERESR 2 BRE
HASEREISRICET 2T~ To [BEk] 77— 7 2 EHNICHEER T L& TH D,
The core data elements in the UDID shall be accessible to the public free of charge.

UDID (*) ®a 7 « 7 —HFHERITIT, —KIZ, R CTT 7B A TE 2T idniFian,
The presence of the medical device UDI-DI in the UDID does not mean that the medical
device is authorized in all jurisdictions.

UDID (*) IZ. & DEFKZRD UDI-DI (*) WEHESNTWENDLES > T, TNNE
TorRNEE [ZOMFEOERITEFROFEMEFEFEIMEE T, 22T, EEAICH
ROEx LT D] ITTEKRBINTHD H D EITRL R0,

The database should allow for the linking of all the packaging levels of the medical device.
RSN DT —FN—=ANEITBN T, W REFRELS DT~ TOME L~V TO
FEDT RN TR D 5,

The data for new UDI-DI must be available at the time the medical device is placed on the
market.

[CErHl UDI-DI 07— 2 13, SRIERER D L S 02 BRI IR ATRER &I 70 -
T TEWT 7220y, ]

Manufacturers should update the relevant UDID record within 30 days when a change is made
to an element that does NOT require a new UDI-DI.
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BE A — T — (*) BRSO UDI-DI (*) BEZ LB L LW L~UL T, £ OEERD
T EEEEL LT, [B#9 2] UDID (%) [Fid] ~oX&k7T — X 2 A"
175 30 HUANIZEFT O H DI L7 < TEW T 7Ly,

11. The UDID shall use HL7 Structured Product Labeling (SPL) standard for data submission and
updates. Additional submission means could also be accommodated.

UDID (*) I, 7 —#$HB I OEHICY -5 T, HL7 (LT ~L (SPL) HE7E
EEHATOIRENR DD, [MHHIR LV TOMDIRHTFIEEZRDO LR/ H 5,

12. The core elements are the minimum elements needed to identify a medical device through
distribution and use. Regional or National UDID may contain additional elements; these
additional elements should be kept to a minimum.
a7 EERT, s A EG S D EREE R A H 3 5 L B R IR 0 B
Thb, HIRME7ZIZE L~V THEHT 2 UDID (%) 1%, ZOMOEHEZBIL TR
FI2HFbTx [228] . 2N 0BMBRERITR/NRIZE EDLRETH D,

13. The design of the UDID should support the official languages required in the jurisdictions
where the medical device is put on the market. The use of free-text fields should be minimized
to reduce the burden of language translations.

UDID (*) 1T, ®REFEID T SN DM RFNEERICBWTLE L SN AKNE
A TE L LRGN I RETHD, [PV —TFAL - T4 — LD
fERIL, SERER R EOAMEBE L T, R/RICE EDLFHZED D, ]

14. Data relating to discontinued medical devices shall be retained in the UDID.
AEFEFIEIZ e o Te BRI ICBI T 27— 2 b, UDID (*) IZFk 4L (HERF=IRER) &
NHRXETh D,

9.2 The core UDID data elements

9.2 Z 7 UDID 7 — % ZLF(s)

All the core UDID data elements are mandatory, unless marked “optional”. “If applicable” means
the information is mandatory to be in the UDID if it is on the label.
ATOa7 UDID (*¥) 57— EH#EIT fEE (optional) &5 S TWRWRY  BRERAME &
705, "EHFRERY S (If applicable)" & iE, 7~V Y IE RN FLE S TV B IGE TR,
Z DI H%Z UDID (*) ICRFTD2EBENHD L VI FTH 5.

Data elements and their definitions for the UDID are listed below:
UDID 7 — 4 BEREBLOENLDOERE UL FIZFET:

1. For every device packaging level — the following shall be provided in a related way (for entire
packaging hierarchy):
Hr 0 [Fde] e L~ LT LTSRS MERS RS ~ETH D
(T RTOMAREE IRV T):
v' UDI-DI (UDI type, e.g. GS1 GTIN, HIBC-LIC, ISBT-128 PPIC),
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10.

11.

12.

13.

UDI-DI (*) (UDI (*) # A =, f5l: GS1 GTIN, HIBC-LIC, {ISBT #}h == — R=ISBT-
128 PPIC)) ).
v Quantity per package configuration: (e.g., each, 10 each, 5 shelf packs),
HRELERPE = & o AERAERL(*): (B1): LIEN, 10 18 A, 5 fERE M [#EsaRel Tid7e <,
TERES XA A OF (P4 OB clnweE 2 5] )
v Additional device identifier(s) (if applicable) e.g. GS1, HIBC, or ISBT-128;
BN O -(s) (i H FT a8 72357 fil: GS1, HIBC, %7213 ISBT-128;,
The Unit of Use UDI-DI (see section 7.6) code;
f# F BEAZ (UoU) UDI-DI (*) (7.6 Z=& ) =2 — K,
Manufacturer’s name (if applicable);
FTEA =T — () & ( (T ~VV RIZEER SN 5 O & RIERIC=8 M fTRER 5 E) );
Manufacturer’s address (if applicable};
LG A — T — (%) OfEFT ( (T~ RICER SN D O L REIC=SE AR5 E) );
Manufacturer's customer service contact information (country/region specific, could be
multiple);(If applicable)
BE A — T — (%) OFRT— AWM OB (FE [E723Hik] oFFicaEbE
5, BEOEEHV); [(EMTRE/R5GE)]
Authorized Representative's name (regional representatives responsible for the medical
device) (country/region specific, could be multiple) (if required by the local/regional
regulatory authority) (see GHTF/SG1/N55:2009);
EXREEAL (Ml 2 & OEFEEGSE Y EEAEN) (FEOFFICEDE S, #ED
G 0) (Mo BE Y RmICER S D% E) (GHTF ( SG1 N55=
/SG1/N55:2009) Z:FR);
Authorized Representative's contact information (country specific, could be multiple);
EXRBEADERE (FEOFFICEDLED, #EOLEHD);
Global Medical Device Nomenclature (GMDN) preferred code/term (valid at the time of the
UDI submission);
[ BRI e — A4 PR (GMDN) #E2E = — R/HIEE [ (UDI IR ORI A2 e b
)] ;
Brand Name (if applicable);
7T v R4 (EHRTREZR G RY);
SaMD version;
[SaMD (Software as a Medical Device: [E#as & L TDOY 7 hUx 7 —) "—T 3 ]
Device model or version; (see section 10.6)
Har (Y7 MU =T OFEESOET AL D LH0NT) N—Ta v EFTRERSGR);
=; (10.6 THZFR))
Reference and/or catalogue number (if applicable);
SHRBIOI Fa 7L, £ EL L0 (@EHATRRRGE);
How the device is controlled: serial, lot/batch number, and/or expiration date (or
manufacturing date) or software version or software released date or ISBT-128 — check boxes
(if applicable);
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14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

MEEE O U T, vy MRy T« Froon— BILOE AR (F 723l
HY, Y7 hoN—Tay Y7 OV Y —RAH, /Sy 7 ERES—a— K (ISBT-
128), HHWIENLD I BLDOEND, - F =7 - Ry 7 X (EHATRERGE);
Clinical Size (including Volume, Length, Gauge, Diameter) (if applicable) (e.g. 8F catheter);
FRR YA X (e, B, RS, B ERR) (B TREZRGE) (B 8F 17T — T /1);
Additional product Description (optional) — Additional clinically relevant information, e.g.
radio-opaque;

BN O S AL BT (L) - BN ERRBEE NG, B B A S,

Storage conditions, as labeled or in the IFU (if applicable) — to include temperature range,
needs to be refrigerated, relative humidity range, pressure range, avoid direct sunlight;

(FEdh EDZ B LW, 2TV EIE) BEE (72, o] (1
KL SN Y ORAFRME (EMFREZRYE) T IREEHPH, 2. AH A FL P
SUESP ., B A OGEREEE R F OFLR & 5 e,

Handling conditions (if different than storage conditions), on the label or in the IFU (if
applicable) — to include temperature range, needs to be refrigerated, relative humidity range,
pressure range, avoid direct sunlight;

(FEfh EDZ B LW, 2TV EIE) BEE (72, o] (1
REL STl ) ORI (RAFERME L B2 256) ©. IR, ZmEk, fHxHE
JERPH, UL, [EH HOGEEE R F ORI & E i,

Labeled as single use? (Yes/No);

HEfE & RFE ST 50?7 (Yes/No);

Packaged sterile? (Yes/No);

IREHAEL STV 5 203? (Yes/No);

Need for sterilization before use? (Yes/No) — if yes, then the method of sterilization should be
indicated;

5 TR 23 L3752 (YesINO) - Yes DT, ME ik a n & 20 < Tz,
Restricted number of reuses (if applicable);

filt FHIEI R IR (8 PTRE 72 55 5);

License and/or marketing authorization or registration number (if required by the relevant
regulatory authority)

[Z£] #FFrl K ORFERAIE 5 £ 72X Z O, EI3BER T ( (M= FEhE)
Fi s & 0 ZRB D 5558);

URL for additional information, e.g. electronic IFU (optional);

BTG SRORE ST D URL, i EFIE&H I E ((EE);

Critical warnings or contraindications (as labeled) — if a particular regulation requires that the
label of the device contains a critical warning or contraindication associated with the use of
the device

HUEREEELIIER ( GEHWRERGE=S 7V S N2@Y ) ) - BEEROEHICER L
T HIZIFELLT DO X 9 R BHE RS 3T Z T ~UVITHE D 1ATe K 5 ZR T2 B
W H%E [[H]
a. [e.g.: Labeled as containing latex? (Yes/No),

((#:] 77 v 27 X (Latex) 5 H T 5 & DEFLH Y ? (Yes/No),
b. Labeled as containing DEHP? (Yes/No)
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THENVEEY =T ~F L (DEHP) 25 AT 5 & ORTLH V? (Yes/No) [ 72 L
N
c. Labeled as MRI compatible? (Yes/No).]
[MRI %} & Z L ST 5? (Yes/No). ]
25. Date of discontinuance (referring to devices no longer placed on the market).
(Arze k1w (T ~DMoe a2 Tk L7zl B4 21EH® — ] ke n [ Mk
SN TWRWVEEZRD] ).

10. Rules for specific device types
10. FPEfEE OB I 51—V
10.1 Implantable devices*

10.1 £ 1A B TP [ Jefs 4

Implantable devices should follow the rules listed below:
HOIALREIFEER L, LR ONL— /WD RETH D

1. All unit packs of implantable devices (lowest level of packaging) need to be identified/AIDC
marked with an UDI (UDI-DI + UDI-PI);
4T DL IA BT RIS O 3% (Fe VMR EL BIZ) (2, UDI (*) (UDI-DI (*) + UDI-PI (*) )
N L CHAFTRETH Y AIDC (*) ~— 727 S TWD Z & EITE OO % )
MR INTWDHHE,,
2. Pl should have the following characteristics:
PI (*) IZIZ UL T OEAHEHRE ANIALNE TH S:
a. serial number for active implantable devices,
REEN AR DA TR R AR 1. S U T L3,
b. serial number for other implantable devices or lot number according to the
manufacturer's quality management system;
Z OO DALY EREIRIT BIEA — T — (%) OWMEEHEH S AT LIHE-
eV TNEGHLNER v FER;

3. The UDI of the implantable device must be identifiable prior to implantation. For example:
tear-away tag bearing the UDI, peel-off labels bearing the UDI affixed to autoclave box
holding the implantable device.

B IA BB RIS D UDI () 13, B OIABATNZER] S 4172 < TEWiF v, B2
FIEHELFDOHKD UDI ZBft Shic 7 7 HDIABLIIRIRDO A>T Fd— h 7 L —
7 e Wy 7 ZZHED AT S UDE AR S TR Y SIS 38T RO TE 5 7]

10.2 Reusable devices requiring reprocessing between uses
10.2 EH EEH DI (W D S 0 1dEs 0> L~/ DI A=) & ZR TS AHEHTE

1. The UDI of these products shall be on the device and be readable after each reprocessing;

* For the definition refer to GHTF SG1/N77:2012.
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I OEFEEEO UDI () I AREER R INAT (Wi TEWT WS DL FE
R B) FE (GREH B VIEE L L OEESFEA) %10 b LY A[RET
(72 THEWTF VW= 5L ERT D) ;
2. PI characteristics (e.g. lot or serial number) shall be defined by the manufacturer according
to the manufacturer's quality management system;
PI (*) EAEHR Bl 2y FHLZWNIT Y TAES) 1T RGEEA— T — (%) OWEE
HIAT AL TROBND (NETHLSFELXERT D) ;

10.3 Non IVD kits
10.3 FEIVD F > A (*)

1. The manufacturer of the Kit is responsible for identifying the Kit with a UDI including both
UDI-DI and UDI-PI;
v b (%) O8E A —H— (*) 1L.UDI-DI (*) &, UDI-PI (*) Ol 5% H L7 UDI (*)
Txy b (*) DR TEDLEIICTLHRETHD;
a. Orthopedic procedure trays whose contents are configured for a specific order are
exempted from this UDI requirement.
Example: a hospital orders 30 different orthopedic devices for total joint replacement
surgery. The 30 devices are delivered to the hospital in a stainless steel box where the
devices can be stored and sterilized by the hospital when needed. After a procedure the
hospital may replace used parts and re-sterilize the box with its contents;

BB DO ET NI IR LT EREEER NS A - TODEEAR R b L—id A&
UDI (*) BRDOXIR N BRI SIS,

il & 2R A B E T I .30 OB O ERESR AL LT &
%, D 30 OEFHEII. ZOWBRICAT LV ADFIZ AN TS S, £ 0
WRPEIE. EDAT UV ADOFEDOEERE L, ELBITS U THET 5 FHENH
kD, IRBEIL TR Al IS A AT LT DRI A F Do E RS &
KICHEET2F L H 5;

2. Medical device contents of Kits should have a UDI Carrier on their packaging or on the device
itself.
X v b (%) ICE ENDEEERIL.UDI (%) 2 RREER T 2200, BEOHREM (f#
YV ICFRT D L7 TUIWIT 2R,

Exemptions:

(A

a. Individual single-use disposable medical devices within a Kit, whose uses are generally
known to the persons by whom they are intended to be used, and which are not intended
for individual use outside the context of the Kit do not require their own UDI Carrier.
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Example: an unpackaged sterile syringe within a sterile Kit cannot be used for another
procedure due to the lack of a sterile barrier once removed from the Kit;

— BN HEBREREICmONTEREY  F v b (%) fHo—>2& L TOEHLSN %
B U2 HEE A o B R E 213, Z A S ERO UDL % U 7 — (*) &2 3K
L72u,

Bl PEx v b (%) O—2D fEHBIMHE S TWRWEE VY i %y b (%) »
B H I D EIRENRZ KD 2 MO HT 2 Z I3k,

. Medical devices that are normally exempted from having a UDI Carrier on the relevant

level of packaging do not need to have a UDI Carrier when placed within a Kit.
YT DL ULORREIZ UDI U 77— (%) BE LRI 2 DERESEN T v b (%)
DO TH DA, — R UDI v U 7 — (*) EEERBRESND,

3. Placement of the UDI Carrier on Kits:

F v b (*)~DUDI Fv U7 — (%) 5

a. The Kit UDI Carrier is generally affixed to the outside of the packaging;

Fv b (*) ®UDI Fv U7 — (%) 13, KIS Z OO OSMUITA G S

2,

b. The UDI must be readable or in the case of AIDC scan able, whether placed on
the outside of Kit package or inside a transparent package.

v b (%) WO STV UDI (%) 13 B EE A B 72 < T
VTR, o b (X)) BB ARMENC THIE S TR Y  UDI (*) &% OHEH
ZHBLTHARD Lo THWAEEH LMY THY £/ AIDC (*) & ff
AL TWAEETH. TNPHEREIZAT v o TE 2L TUIWIT 20,

10.4 IVD Kits
104 IVD F = A (%)

IVD kits should follow the rules listed below:
IVD 2 v b (*) 1E. LA FO/L— Uit b2 < TR T2

1.

The manufacturer of the IVD Kit is responsible for identifying it with a UDI including both
UDI-DI and UDI-PI,

IVD ¥~ b (*) ©filiE A —F— (*) 1Z.UDI-DI (*) & . UDI-PI (*) @i 5 Z{# fH L7~ UDI

M TEFy @)D TELUDIF Y VT — (M ICTLERETHD;

Medical device contents of IVD Kits should have a UDI Carrier on their packaging or on the
device itself,

IVD & v b (*) 128 £ 5 EREZR T UDI (*) 2 ARIREEFR RS 50 B8O M
(EE) 1T ERT 20 L < TUXWITF 20,

a. The IVD Kit is a device and all aspects of this guidance that is relevant apply to it. If
an IVD Kit does not include any components which on their own are considered
medical devices the only UDI is the UDI of the kit itself;
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IVD v b (*) IZ—2DEREEHRTHY AT A X ADOEE N— M THE
MEhd, IVD F v b (%) PIS EREGR L AR SN D bOREENRWEE,
UDI(*) 1.5 v b (*) &KL LT—2F>TWhiuid kv,

b. Reagents used in automated systems bear barcodes necessary for their handling and
identification by the automated systems. This does not constitute a UDI,

HEh 27 ATHEM SN DREITIT, AT AP IREAE LT D7D
—a— R EINTWAER, 20— — I UDI (*) OD—2>TIEARW,

c. Individual single-use medical devices packaged within an IVD Kit, whose uses are
generally known to the persons by whom they are intended to be used, and which are
not intended for individual use outside the context of the IVD Kit do not require their
own UDI Carrier;

—IRBCHEAMERF IO TEY VD F v k(%) flo—>2 & LTS D
EHZEMLRNIVD £y k(%) F [o=iciasnrz] BEEEHBERO [
WHET] EBIE RS ()X BRI UDL F v U 77— (%) ZZR L7,

d. Medical devices that are normally exempted from having a UDI Carrier on the relevant
level of packaging do not need to have a UDI Carrier when placed within an IVD Kit.

TS LAV ORBEIC UDI S U 7 — (%) s AR AR SRR S IVD
¥ b (*) OfKGTHDEA. T OEREZRIT@EE UDlI v ) 7— () #5
ZhREnD,

3. Placement of UDI on IVVD Kits:
IVD v K (*) ~® UDI ¥+ U7 — (*) {15

a. The IVD Kit UDI is generally affixed to the outside of the packaging;
IVD %> b (*) ® UDI F % U 7 — (*) I%, — I, & OB OAMIN A 5 X
nos;

b. The UDI must be readable or in the case of AIDC scan able, whether placed on the
outside of the 1VD Kit package or inside a transparent package.
F v b (%) HREOIMANZ A 5 41TV 2 %4 UDI (%) 1X iEEICH B2 < T
IFWNT 720, IVD ¥y b (%) BSE RN THREL S TE Y UDI (*) 82D
MREM 28 L Catr s L 9> TV A EEE L THY . £7-.AIDC (¥)
AL TOD5E THENUNHERIZAF ¥ o TE R TIWIT 220,

10.5 Configurable medical device systems
10.5 ZAEL D3 ATRE R B Sz = X 7= A (%)

For configurable medical device systems the rules listed below should be followed:
ZARTOMERCS FIRE R R AR & A T A (%) 1X. BL RO L— Lo 72 < TRW T 72u

1. A UDI is allocated to the entire, configurable medical device system and is called the System
UDI.
—2® UDI (*) 28, DY AT L (*) BERICEH D B THH, £NIE AT L UDI(*)
RIS,
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2. The system UDI-DI is allocated to defined groups of configurations, not per configuration
within the group. A group of configurations is defined as the collection of possible
configurations for a given product line as described in a regulatory file.

AT I UDI-DI (*) BEFEDRERL (¥) 70— 128D B THENRDEN, TDTN—T
DOHFOfE % ORERL (%) fIZIZF D M T, K (%) 7 v—7 &%, HHNT X0 s
TA & LTHEDIT BT (%) DLV LiEEINLD,

3. A system UDI-PI is allocated to each individual system. A later change of a component, sub-
systems or accessory of the system does not change the UDI-PI of the system.

VAT 5 UDI-PIL (%) 23, &4 OfEBIT AT LB Y TonDd, FAREIDHTH
NTLRE, Wi, 7 « VAT A, 2013, VAT LAOT 72V Y —()NTEEHR
HoTH, VAT LD UDI-PI (%) ITEFE IR0,

4. The carrier of the System UDI should be put on the assembly that most likely does not get
exchanged in its lifetime and should be identified as the System UDI.

VAT A UDI(*) OF v U T — (%) 1%, pEamAEMBEICES TH o & HHLD #12 23%
ELRNTHAS TR T —IZIfITX&ETHD, £, £hiE, A7 L UDI
*) LTSN NETH D,

5. Each component, sub-system or accessory that is considered a medical device and a
distributed or supplied unit needs a separate UDI;

RS L LTS, Esh, e S s% 4 O, 7 - VAT A
Foik, 7 AV U —iZiE, #ERIO UDI (*) BRETH D,

6. A new UDI-DI is required when the activities performed results in modifications to a
previously marketed device intended for resale leads to a new medical device.

BEIZ B SN TV SR OMERE 2 S0E LT, BE MR 256 138 HIEER & /e &
. #H LW UDI-DI RER SN D,

7. A new UDI-DI is not required when the activities performed do not result in a
change/modification in performance, safety and/or intended use, of a previously marketed
device intended for resale. The activities shall be performed in accordance with the
manufacturer’s instructions.

BEIC ETT SN TV 2888 OF%RE. R8I OWEZITERT 5 Higic 2 bikidE s b
=6 XRWETTEEMA5A1%. il UDI-DI Z2ZR L7V,  ZDX D 72174(s)
%, BERGEA — I —DHEROL LEMT L& TH D,

10.6 Software as a Medical Device (SaMD)
10.6 (XZ2 N 7Ta—2DERFEGH Y 7 N0 x TEFEEE LT T h e T
(SaMD) )

10.6.1 UDI Assignment Criteria
UDI (*) EI 0 4 TS

The UDI should be assigned at the system level of the Software as a Medical Device (SaMD).
UDI (*) 1%, AZ U K- Tr—COEFRKEEHY 7 b7 (*) OVAT AL LLTE
IZHDETHNDLIRETH D,
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The version number of the SaMD is considered the manufacturing control mechanism and should
be displayed in the UDI-PI.

[SaMD D /N\—2 g & Fi, EEHOB X 2 RH>EE X b, UDI-PI OFICRRS
N5 ENREE LY, ]

The following change of a SaMD would require a new UDI-DI:
UTFTOEDBREENHEAELZEEIZX, AZ R Tua—COERFEESEHY 7 N7 (%)
IZHT LW UDI-DI (%) 2FI0 B CTHRLEND S

v Major SaMD revisions shall be identified with a new UDI-DI;
ABZR e TO— OEFEEHAY 7 =27 (D VEYa r(s) ICRERER
NdoToBRIZ, LW UDI-DI (%) 0 Y TEHRETHD;
Major SaMD revisions are meant as complex or significant changes affecting
[EZ72 SaMD VBV 3 v (s) & 1. LT O RICHE L TR THEM 2 H 5V TE
PR ER 2 BIRT D
1) the original performance and effectiveness,
ARDOVERER L URR,
2) the safety or the intended use of the SaMD,
SaMD D7 M F - I3 E KT 2 Hi,
These changes may include new or modified algorithms, database structures, operating platform,
architecture or new user interfaces or new channels for interoperability.

IRHOEFEZ, FTLLBHAIWIKESNTZTILITY XL, T—E2_X—2EE . AL
—F 4 R RARREM AT I LW —— s (B —T = — . BHDHWTH
LV AEHMEF v o 22 S0 ERH 5,

The following change of a SaMD would require a new UDI-PI (not a new UDI-DI),
LUF o SaMD (ZB83 228 X, # L\ > UDI-PI (UDI-DI TlE7e\) 2 ZR$ %,

v Minor SaMD revisions shall be identified with a new UDI-PI;
/INEFED SaMD U BV = L (s)id. HT LW UDI-PHIZ TR SN D RETH 5,
Minor SaMD revisions are generally associated with bug fixes, usability enhancements
(not for safety purpose), security patches or operating efficiency.
INEALD SaMD U BV = (s)ik. — IS AZHEIE, FERMEOR E (ZEEHMT
T2, BX 2 U T 4« RN F(s) T2iE, BIEMOm ERETH B,

Minor revisions shall be identified by manufacturer-specific identification methods (e.g. version,
revision number, serial number, etc...)

INEEDOY BV g id, BERTA— IV —BRMRFEC TR SN ETHS (Hi:
R—Tgr, VEVs V&R VI TAEDE)

10.6.2 UDI Placement Criteria
10.6.2 UDI (¥) 451/
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a. When the SaMD is delivered on a physical medium, e.g. CD or DVD, each package level
shall bear the human readable and AIDC representation of the complete UDI. The UDI
that is applied to the physical medium containing the SaMD and its packaging must be
identical to the UDI assigned to the system level SaMD.

ABR e Ta—rOEBEHESRHY 7 F =7 (%) DB EHA (] CD X°
DVD) THEE S D D726 FARE L~LZid, 5247 UDI (*) O AR AM#HE AR
7¢ 305 (Human Readable (*) ) #&7~:35 LWV AIDC (%) OISR EE L 70 b, =DV 7
NS Ao =B BEAS KON ZOMEIE, JRVAT L L s VT FD
TIZEID B THNIZUDI(®) ERIUSDEFEH LR TEIWIT 220,

b. UDI should be provided on a readily accessible screen by the user in an easily-readable
plain-text format (e.g. an “about” file or included on the startup screen).

UDI (*) 1Z, 2=V =2 HEICT 7 A L TERTE LM LT, FHRTF A
Fe 77—~y FaHWTRIESNDZXETHD (B About A =2 —AZ— |
7 > 7HE )

c. The SaMD lacking a user interface (e.g. middleware for image conversion) must be
capable of transmitting the UDI through an Application Programming Interface (API).

— W e S =T 2= REFEWNWY T N 2T (Bl A A—TVEBEHA Ry
= 7)1, APl ZJr LT UDI (*) ZF(E T& 72 < TEWiT7eu,

d. Only the human readable portion of the UDI is required in electronic displays of the SaMD.
The UDI AIDC marking needs not be used in the electronic displays, e.g. about menu,
splash screen, etc...; i.e. SaMD not being distributed by the use of physical data carriers
(CDs, DVDs or similar) will not carry an AIDC.

AL R e Ta—rOEBEESHAY 7 b7 (%) ICBEL TEFHEROLER
HHIEHRIT, UDI (*) O AR AMi#E#E AT EE 72 3CF (Human Readable) [f# (*) D#&TH
%, UDI (*) @ AIDC (*) ¥~ —F 7%, TOEFHIRERITINZ D HET 720
(f5: About A == —_ Splash Screen (E2EhHHE), %), flzH T 5 &, WERE 72 AR
(CD., DVD A5 WIZDMDFEL) ZfiH LW TlRMIND Y 7 MU =TI,
AIDC (*) ZfFH L 72w,

e. The human readable format of the UDI for the SaMD should include the Application
Identifiers (Al) for GS1, and Flag Characters for HIBC, to assist the end user in
identifying the UDI and determining which standard is being used to create the UDI.

AH R Ta—rOEFEESRHY 7 U =7 (*) H UDI (%) O AN DMEEE AT RE 72
CF- (Human Readable) i (*) 1%, ==—H—, EOEAEIZILSU 72 UDI (%) 238
HENTWZO0HBITED LD, GS1L 7256 Al (77U r— a Vigkhl1).
HIBCC 72 & Flag Character (f£i L5 % —FfEICEK T HX&ETH D,
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11. Annex
Category Unpacked Bulk Remarks
53 UoU >R Package S
B AR JCAH
> Higher package
) configuration
Direct Part
Marking
(DPM)
Single-use MD
EA B H =R
* IMDREF class A (low-risk) - - DI +PI * Flexibility on possible exemption for PI
¢ IMDREF class B (medium-r.) - - DI + Pl
¢ IMDREF classes C+D (high-r.) - DI +PI DI + Pl
Reusable MD * Require reprocessing between uses
HR U fi P [ e ae {7 L AR ORI EA RS ER Sh b
« Al risk-classes DI+ Pl DI + Pl DI+ Pl ' Not all paclfage levels neces.sarIIY exist, e.g.: surgical
instruments, intravenous (V) infusion pumps.
Implantable MD ol = Serial number for active implant
. ¢ Pl = Serial number for active implants
B3 IA B TR i A
e Sterile - DI +PI DI + Pl ¢ Usually single packed (1 piece)
Must be * Often multiple packed ("n" pieces)
* Non-sterile identifiable DI + PI DI +PI * Not necessarily DPM, other technological options allowed to
identify the unpacked MD
Others
e Kits (IVD / non-IVD) - DI +PI DI + Pl ¢ Concerns the kit package itself
* SaMD DI + PI DI +PI - ¢ Must not necessarily be packed
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 Configurable MD Systems

DI + Pl

* AIDC carrier to be placed on a ,main part’
(primary mode of action)

* OTC exclusively

DI (linear bar

¢ Point-of-Sale scanners can‘t work with PI

code)

DI + PI (non- ¢ Pl should be presented in a separate AIDC carrier due to Point-
e OTC + other channels - - ( P P

concatenated) of-Sale scanners
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