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Preface
IXCHIZ

The document herein was produced by the International Medical Device Regulators Forum (IMDRF),
a voluntary group of medical device regulators from around the world. The document has been subject
to consultation throughout its development.

ARSCET, RS E O ERERREE Y I XA EEEERTH 5, [EFEE R ELH Y R~
#+—7 LA(IMDRE)IZ X » TER SN2 b O TT, AXEIX, ZOEMKBRICKE W THo7k
WEne S TnET,

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
International Medical Device Regulators Forum.

ARXEOHER, A E-IXERICETAHIRIZH Y THEAD, KLEO-EE-I1TLKk%
MOLEICHA L2, TFELANDOSFEICER LD L2 DIZHW T, [EEREREEZR S
HERT7 4+ —F DNRADPOXFFETHENI ZEEHD A,

There are several notations, which provide clarification to the subject matter. The reader may be
prompted by visual cues about the context or referenced information being presented in the document
and the table below provides the visual cues used in this document.

ARLEDOFLHAE 2 AMECT 272D TR O S ST ES, SCEPICER
STV LR RGBT 2B 2 e SRR TR0 225 LEbEd, L
TORIZ, KXETHEHSNTHDIRETERLET,

Reference to another section or appendix to this document.
ARKXEBOR O v a ERIIMEEEZSZRLTIIEEN,

It is preferable to use this document together with a reference document.

ALEIZEZEGEEOHT D EREE LWTT,
Reference to another document.
BOLEEZZHL T TEEN,

Introduction

FF3C

The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) provides a framework
for the regulatory authorities that intend to develop their UDI systems in a globally

harmonized approach.

IMDRF UDI 4/ A # > A(IMDRF/WG UDI/N7Final:2013){Z 1%, HRACHFE L
727 7'ma—F T UDI v A7 LADBA3EZ B3 HIH N RO R ST
£7,
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This UDI system Application Guide is to be used as a supplement to the IMDRF UDI

Guidance (IMDRF/WG UDI/N7Final:2013) which was developed as a high-level

conceptual framework containing the basic core concepts of a UDI system.

ZOUDI VAT LT 7V r—y a4 K&, UDI VAT ADERWR 2T
DG NA LIV BRSO & L CBR%E S 7z IMDRF UDL 77 A &

Z (IMDRF/WG UDIN7Final:2013) DA/ & L CTEH 35 Z & 127> T E

B

The document further acknowledges that additional guidance may be necessary. However, the benefit
and purpose of a UDI system will only be realized if healthcare stakeholders integrate and obtain value
in their systems from UDIs and data in associated Unique Device Identification Databases (UDIDs).
This guide is therefore also intended to assist all relevant stakeholders within the healthcare supply
chain and clinical care systems to gain a better understanding of their role and impact on the UDI
system.

ARIGEIL, SHITEMOT A Z 2 APREITR DS LR E DFBFEO b EAEK ST
WET, UDI 27 AOFLE & BRYIE, ERELRE2S UDI & UDI 77— 4 X—A (UDID)
LB ST BT — 4%, HODY AT ARV AA T E BT 2 & THIH THEE
SNOLDOTY, TOID, KUA NE, ERV T I7A4 F=—BLOERELO 77
AT LMZHHET S 2 TOBBREN, UDI VAT ACBIT5ZNLORE L HE8E . LG
KHfRTHZL2TWT DL BHEMELTVET,

1.0 Scope
1.0 Ra—7

This Application Guide is intended to provide the details and specifications necessary to ensure
consistency for enabling a harmonized approach in the application of the requirements set forth in the
IMDRF UDI Guidance Document (IMDRF/UDI WG/N7Final:2013).

K77V r— a4 RiZ. IMDRFUDI %A # > A (IMDRF/UDI WG/N7 Final: 2013)
REINTWHEFOBEHICEWT, Baotnl7r 7 —F 2 eT5-o0, —&
PEZHERT 2 9 X TRERFEMBE LR Z T2 22 R E LTV ET,

This guide is intended to be read together with the IMDRF UDI Guidance Document
(IMDRF/UDI WG/N7Final:2013).

A A RiX. IMDRF UDI 4 A # > 2 CE(IMDRF/UDI WG/N7Final:2013) & 3£
MEND L EZERLTVET,

It is recognized that national regulations could differ in relation to certain specific aspects dealt with
in the text.

ARILPTH S TODRFEDFEMICE L TE, FEOHMINE R > TWD AR H 5 H D
RSN TV ET,

2.0 References

20 ZECER

e IMDRF/UDI WG/N7Final: 2013 - UDI Guidance: Unique Device Identification (UDI) of
Medical Devices

21 March 2019 Page 5 of 94



IMDRF/UDI WG/N48 FINAL: 2019

e IMDRF/RPS WG/N19 Final: 2016 - Common Data Elements for Medical Device Identification

e GSI1 General Specification:
http://www.gs1.org/docs/gsmp/barcodes/GS1_General Specifications.pdf

e GS1 Healthcare GTIN Allocation
https://www.gs1.org/docs/gsmp/healthcare/GS1_Healthcare GTIN_Allocation_Rules.pdf

e Health Industry Business Communications Council (HIBCC) UDI and Labelling Resource
Center:
http://www.hibcc.org/udi-resources/

e International Council for Commonality in Blood Banking Automation (ICCBBA) - UDI
Standard
https://www.iccbba.org/docs/tech-library/technical/st-017-isbt-128-standard-coding-and-
labeling-of-medical-devices-containing-mpho.pdf

e International Council for Commonality in Blood Banking Automation (ICCBBA) - Technical
Specification:
https://www.iccbba.org/tech-library/iccbba-documents/technical-specification

e [SO/IEC 646:1991, Information technology - ISO 7-bit coded character set for information
interchange

e ISO/IEC15415:2011, Information technology - Automatic identification and data capture
techniques. Bar code symbol print quality test specification - Two-dimensional symbols

e [SO/IEC 15416:2016, Automatic identification and data capture techniques - Bar code print
quality test specification - Linear symbols

e ISO/IEC 15417:2007, Information technology -- Automatic identification and data capture
techniques -- Code 128 bar code symbology specification

e ISO/IEC 15420:2009, Information technology -- Automatic identification and data capture
techniques -- EAN/UPC bar code symbology specification

e [SO/IEC 15426-1:2006, Information technology- Automatic identification and data
captureTechniques - Bar code verifier conformance specification — Part 1: Linear symbols

e ISO/IEC 15426-2:2015, Information technology-Automatic identification and data capture
techniques — Bar code verifier conformance specification — Part 2: Two-dimensional symbols

e [SO/IEC 15459-2:2015, Information technology - Automatic identification and data
capturetechniques - Unique identification, Part 2: Registration procedures

e ISO/IEC 15459-4:2014, Information technology - Automatic identification and data capture
techniques - Unique identification, Part 4: Individual products and product packages

e [SO/IEC 15459-6:2014, Information technology - Automatic identification and data capture
techniques - Unique identification, Part 6: Groupings

21 March 2019 Page 6 of 94


http://www.gs1.org/docs/gsmp/barcodes/GS1_General_Specifications.pdf
https://www.gs1.org/docs/gsmp/healthcare/GS1_Healthcare_GTIN_Allocation_Rules.pdf
http://www.hibcc.org/udi-resources/
http://www.iccbba.org/docs/tech-library/technical/st-017-isbt-128-standard-coding-and-labeling-of-medical-devices-containing-mpho.pdf
http://www.iccbba.org/docs/tech-library/technical/st-017-isbt-128-standard-coding-and-labeling-of-medical-devices-containing-mpho.pdf
https://www.iccbba.org/tech-library/iccbba-documents/technical-specification

IMDRF/UDI WG/N48 FINAL: 2019

e ISO/IEC 16022:2006, Information technology- Automatic Identification and Data
CaptureTechniques-Data Matrix Bar Code Symbology Specification

e [SO/IEC 18000-6:2013, Information technology -- Radio frequency identification for item
management -- Part 6: Parameters for air interface communications at 860 MHz to 960 MHz

e ISO/IEC 18004:2015, Information technology -- Automatic identification and data capture
techniques -- QR Code bar code symbology specification

e [SO/IEC TR 24720:2008, Information technology -- Automatic identification and data capture
techniques -- Guidelines for direct part marking (DPM)

e [SO 28219:2017, Packaging -- Labelling and direct product marking with linear bar code and
two-dimensional symbols

e ISO/IEC TR 29158:2011, Information technology - Automatic identification and data capture
techniques - Direct Part Mark (DPM) Quality Guideline

3.0 Definitions
3.0 EFE

The reader should refer to the IMDRF UDI Guidance Document (IMDRF/UDI
Q WG/N7Final:2013) for the definition of the most of the terms that are regularly used

throughout this guide.
AKHA RZmB L THEHEHAINTWA RFEOHEOEFZIZ OV TIE,
IMDRF UDI 4/ £ # > A (IMDRF/UDI WG/N7Final:2013)% 2 L T 72 &\,

The following terms, which are essential for the understanding of this text, are new or amended
definitions.

LLFOMEEIL. AXOBBICARFI R DE LT, HEICERSNEZN, HDOWVITEES
ni-toTd,

Base Package

Lowest packaging level which has a UDI. Base package may contain multiple devices.

N XN

UDI Z 4 2 &/ NOWEHAL T, N=A Ny = VIZBBEROEE DI ZEN TV D HE
WY ET,

Checksum Digit
Digit or character calculated from data and appended as part of the data string to ensure that the data
is correctly composed and transmitted.

T I YAT > A
T—HMNLRE I, T—ZVO—EHE L THIMENI2 BT EITLT T, 7—4NIEL
SHERR S, IBIEENDZ L 2RI LE T,

Direct marking
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Direct marking, for purposes of UDI requirements, is placing the UDI and, potentially the full UDI
carrier, permanently on the device itself.

AT pv—F
UDI B:ZBITA XA V7 h~—F 7 LiX, UDI &, AL > TIE5ES72 UDI v VU
T BESAIRICIEARICER R TS Z LT,

Healthcare provider

For the purpose of this document, healthcare provider shall be meant as an individual or organisation,
which provides diagnostic or therapeutic services to healthcare consumers and/or contributes to public
health.

ESUEFA
AILEIZRB T 2 ERIEES &3, BECREeHEE MBI LY . AREAEICHFS L
DI 5, EAEITMEBZ ER L £

Issuing Agency/Entity

An organization accredited by a regulatory authority to operate a system for the issuance of UDIs.
TETTEER) ]

BUHSRIC LY UDI ORITOIZO DT AT Ll T 5 2 & 28 E Sk a i L T
£,

Kits

For UDI purposes, kits are a collection of products, including medical devices, that are packaged
together to achieve a common intended use/intended purpose and are being distributed as medical
devices.

Note: Jurisdictions may differ in their definition of kit.

[modified from IMDRF/UDI WG/N7Final:2013]

F h

UDI (ZB 5% v b Lid, HlEOMAARSCHBEZ DRSO S, Bk L
LTt ng, EREGZzG0REOEEEEI L7,
HAEEXIICE Yy FOERBRRDIGENDH Y 7,

[IMDRF/UDI WG/N7Final:2013 X ¥ {&1F]

Packaging

Product to be used for the containment, protection, handling, delivery, storage, transport and
presentation of goods, from raw materials to processed goods, from the producer to the user or
consumer, including processor, assembler or other intermediary. (ISO 21067-1:2016)

=2E3

JFEMEE D BINE A E T, E7o, LS, M ER, ZOMDOMNERZSTLEEE NS
EHEHLVITHBEEICED T, REOKM, R, ~> FY 7 BliE RE, @x
FROBERO =D SN b D& LE T, (IS021067-1:2016)

Qualifier

One or more characters referring to an entity, providing the meaning of the string data'.

Y 7 g T —

1 This is also referred to as data delimeter

CHFT 2TV A=Z BTN ET,
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XFINT =2 OE®EZRMET D200, 1 DEIFEREOLFE N NET L

Retail pharmacy
For the purpose of this document, retail pharmacy shall be meant as a pharmacy in which medical devices
are sold directly to healthcare consumers.

N IERE T
ARILEIZBT /e R &3, EFREG 2 BN E B IRE T 2 K RAB%R L £7,

Third party

A third party is referred to in this text as a company/individual, other than the original manufacturer
of a device, that, based on a contract with that manufacturer, is authorized by the manufacturer to carry
out certain operations on his/her behalf. These operations include notably submission of data to the
UDI database and/or placing of the UDI carrier on the device label.

P PN—F

AL TV H— RR—=F ¢ — LT, HasDiix ORLEEF DN, YilEEE & oK
IZHD x| BUEERITRD Y —EOEB % Ea T DR A2 5 SN2 E AN E DWW ET,
TS OEBITIL. FFIZ, UDI T — % e ZA~D T — X DML 5 ~ L~ UDI % %
VT DORREITH) ZENREENET,

Unique Device Identification System (UDI system)

A system that is intended to provide single, globally harmonized positive identification of medical
devices through distribution and use, requiring the label of devices to bear a globally unique device
identifier (to be conveyed by using AIDC and, if applicable, its HRI) based upon standard, with the
UDI-DI of that unique identifier being also linked to a jurisdiction-specific public UDI database. For
more information on the fundamental concepts of the unique device identification system, see
IMDRF/WG UDI/N7Final:2013.

[modified from the definition of “UDI system” in IMDRF/UDI WG/N7Final:2013]

BERIE G5 > X 7 A(UDI & X 7 A)

= as Ol KO RICIB W T, BH—THRAIZHHfO & ivie, B0 2 1R idtd
HZEEHME LIV AT ATY, 0 7 VIR HERAS I EE S W T2 R I HE— o
RESEERAIF (AIDC &, ST AEBITFOHRI AN L TRESND) Zitdd 52 &M
KOS, FOME—DFRI T TH 5 UDI-DIIE, EEEX CEA DAML UDI T — & _— A
bV 7 a3nEd, Wi AT 20K ARN a7 FOFEMIZ OV T,
IMDRF/WG UDI/N7Final:2013 22 L CT< 72 &0,

[IMDRF/UDI WG/N7Final:2013 @ [UDI ¥ 25 &) DOEFHR L W IEE]

Unique Device Identifier (UDI):

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.

e [ 7kl F(UDI):

UDI (&, #HRAICZIF AN SN TV DR & 2 —F 7 OIERIC K> TR S LD
—EOBFFINTREFT T, TS KD SGICRE T 2 REE O E R & PRI
T5HZEMNAREL 72 Y £9°, UDIIL UDI-DI & UDI-PI bk S v E T,

E TEA L0 S8, lx OEFERMLO Y ) TALEBEKRT 25D TIESH Y A,
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4.0 Fundamental Elements of a Harmonized UDI System

4.0 FWAO LN UDI VAT ADOEAER

The fundamental elements of a UDI system can be summarized as follows:

UDI ¥ A7 LADIARM 72 FZ 1L, L FMICERN I ET:

e Development of a standardized system of Unique Device Identifiers (UDIs);
o HEEREAFAT (UDD) OIEREL 2T L DB,

e Placement of UDIs in human readable and AIDC formats/forms on package labels and in some
cases, on the device itself;

o I DT BILUOGAIZL o TS AE~D, BARER 7 +—~ > M7
F+—LBLCAIDCT +—~ v N7 +— L TOUDIDKT;

e Submission of core UDI data elements to a UDID;
e UDID~DOUDIT—# D=7 HH OHZH;

e Setting of appropriate transitional and implementation arrangements to ensure a smooth UDI
system implementation.

e HMIE72UDIY AT b D EN & fEh9 5 72O OmMU BT « ERaiRH DR E,

Benefits of the UDI system strongly rely on effective integration of the UDI system to support various
regulatory activities during the lifecycle of medical devices and uptake of the UDI system across the
whole healthcare sector.

UDIY A7 AOERIC L2 BEIL, EBEEEGRDO T A 7% A4 7 V&2 L CThEA e HIEE) %2
PAHR— FTXHUDIV AT AOMREARE L. EESBHEAKTOUDIY AT ADEAIZK
= RIFELTWETS,

5.0 Guiding principles for UDI system design and operations
5.0 UDI A7 LADEREEER DO DEARTT ¢

The UDI system is being developed to facilitate adequate device identification through distribution
and use on patients.

UDI ¥ AT A%, BN BEE~OFEHAE TE2BL T, Wm0 2 e 57290
B SN TWET,

This system is emerging across various regulatory authorities at varying levels of
Q system maturity based on IMDRF/UDI WG/N7Final:2013.

Z DO AT AT, IMDRF/UDI WG/N7Final:2013 12355\ T, ¥ 2T A DR
FEN R DA A RIS /TRl SN TWVWET,

When the UDI system is fully implemented, the label of most devices will include a UDI in a human
readable form and an AIDC carrier. In addition, globally harmonized metadata about devices will be
available in UDIDs as populated by regulated entities.

UDI ¥ AT LDFEENFETTLH L, 1ZEALEDOERERO 72T, BHRATRER 7 +—
~v h& AIDC ¥+ U7 T UDI BAFRSnEd, 60T, RSO & vl EFRE
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MICEAT AT =2 % BHUREVRELZ T FHERICL>TASIESN UDID T
FATE L1720 £9°,

As the UDI system matures it will require ongoing process and data improvements driven by multi-
stakeholder efforts to meet both submitter and user requirements. Foundational to UDI system adoption
in the device ecosystem is recognition of the existence of legacy device identifiers and the need to
match UDIs to these identifiers.

UDI ¥ AT ADRREAT BN T, T — % ORHE & FIHERT OB 257297291
B ORERRE OB NN L HMEN T ot A LT —2AOWENLELRATLLE I,
EEHAR DT 3 A7 AT UDI AT A0 ANDITIE, VT —iasilkhl+DFE &
Z DA UDL Ziifn S B 5 LB 2T 5 2 ENEE T,

The UDI and metadata stored in UDIDs are intended to be the identifiers also used in the context of
business and clinical transactions, including traceability of devices in the post market setting (e.g.
purchase orders, invoices, inventory maintenance/management, clinical notes etc.).

UDID ([ZfRF SN TWAD UDI BXOA X7 —2 %, Mkt (B 2iX, 3, Gk, 1EED
MEFR/EH, BRR LOFEFELRLY) OB L —Y3 U 70 28T, 25 LB IOWK L
DI B N THEEERE L THEASND Z EREK I L TWET,

6.0 The Unique Device Identifier (UDI)
6.0 BERREARBIT(UDI)

6.1 Content, Structure and representation of a UDI

6.1 UDIDKHAE. #HER L UERE

The UDI is composed of two parts: Device Identifier (UDI-DI) + Production Identifier (UDI-PI) =
Unique Device Identifier (UDI). UDI-DI + UDI-PI = UDI.

UDI X, 200D LA S E T - B2 1-(UDI-DD)+H & %51 - (UDI-PI)
=} 25 [ A 7% 5 7-(UDI)  UDI-DI+UDI-PI=UDI

e Unique Device Identifier - Device Identifier (UDI-DI): The Device Identifier of the UDI 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. This mandatory, fixed portion of a
UDI identifies a manufacturer’s specific product and package configuration. Examples of the
UDI-DI include GS1 GTIN (Global Trade Item Number), HIBC-UPN (Universal Product
Number), or ICCBBA ISBT 128-PPIC (Processor Product Identification Code).

o HEBEABAT - BEERIBIF (UDI-DD): UDI OERRHAI 13, EREEROE T 1S
EA DO —BEORTFEIIFHTFOa— R THY . UDID ITIRIF STV D IFR~D
(772 2%—) LLTHHEHINET, UDIOZOHFIIMNATHETHY ,
IEHEE DR E ORI L ORI 200 L £, UDI-DIOflE LTiE, GS1 D
GTIN(Global Trade Item Number), HIBC ¢ UPN(Universal Product Number), ICCBBA
ISBT 128 @ PPIC(Processor Product Identification Code)23 & ¥ £ 97,

e Unique Device Identifier - Production Identifier (UDI-PI): The Production Identifier of the
UDI is a numeric or alphanumeric code that identifies the unit of device production when one
or more of the following is included on the package label of the device. The different types of
Production Identifier(s) include:
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. %%@ﬁﬁ%% %ﬁﬁ%%WMPDUM®%Lﬁ%%i =R D aldE T~ L

WZLLFDIER D Y B1oPL EREGEN TS WAET 5. B AL pE BT 7k 1)

fét@@ﬁ%iti%ﬁ%@:~bf# %Ld%% SRR & REEN B . U
TOLONFETFTHNET,

a) The Lot or Batch within which a device was manufactured;

a) #EgEnElE SN v M E ANy T

b) The Serial Number of a specific device;

b) YUEHg D) TIE S

c) The Expiration Date of a specific device;

c) ZBERR O IR

d) The date of manufacture (may not be required if other Production Identifiers are on the

label);
d) & B (ORYERHR 123 7 ~UIZEH SNV TV DGR IEIAERIGEN H D)

e) the Version?, for Software as a Medical Device (SaMD),
e)E%%“/7bﬁx7(&Mm<ﬁA—ya/2

f) The Distinct Identification Code (DIC), when applicable?. This number is an essential
identifier for medical products of human origin*

) %49 536, Distinct Identification Code(DIC) °, Z vt FHEKD EHERL,

(CHZE DR F4TY

6.2 The UDI carrier
62 UDI*x¥%U7T

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that the UDI and
UDI carrier should be based upon standards and are fundamental parts of UDI system

requirements

Q IMDRF UDI 7 A # > A(IMDRF/UDI WG/N7Final:2013) Ci&, UDI 3 X O* UDI
¥ U TIIREHEICES S RETH Y UDI & AT HAEOIEARR 2 Th
HERMSNTOVET,

2

SaMD version might be captured in the lot Production Identifier under certain national regulations.

SaMD D/3— 3 i, FFEDEOBSI FIZTr v MMGEHHFICRVIAENDS ZLRH Y £T,

The Donation Identification Number, also referred to as a donor number or distinct identification code, corresponds to
the donation identification number in ISBT 128. This number is an essential identifier for medical products of human
origin.

N —F S E3ME O 72— R & TS R —ifil&E 5%, ISBT128 @ N —ilkhll#E 51 kbt L
T, COBFBE, & FHROERBICR AKX RMAT T

Medical products of human origin (MPHO) include blood, organs, bone marrow, cord blood, corneas, tissues,
reproductive cells and milk derived from humans for therapeutic use. The use of DIC in UDI is limited to MPHO
products regulated as medical devices.

b N HESROERRL(MPHO)Z X, {GEH & LTI: FABERY Sz ik, dEs, BRI, AR,
FIER N é?ﬁfﬂiﬂﬁﬁwﬂﬂrb\aiﬂia“ UDI (251 % DIC OffEi %, EE#ESLE L THEFIShTWD
MPHO IR B ET,
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The UDI Carrier 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.

UDI ¥ U 7L, TV ETIIEGEARR, BLOEN LY EiofgmaiieTizirsh
TWRTER Y A, EAOa 7 oIS EREEA,

Direct marking is placing the UDI and, potentially the full UDI carrier, permanently on the device
itself.

FA Lo hv—Fr 7 L%, UDI &, IZ Lo TIE5ER7 UDI ¥+ U 7 & BRI
I\ERE/J \—i'%/j—njﬂé — k T‘j‘o

The UDI contains the device identifier (UDI-DI) and the specific production identifiers (UDI-PI)
specified in this document.

UDI (21, ZOXETHRI N TWD, Hasiki]1(UDI-DI) & 55 iE o fi& 7511 (UDI-PI) 3
BENET,

The UDI carrier may also contain other identifiers not considered part of the UDI but carried within
the UDI carrier to support sharing of standardized non-UDI information between trading partners (e.g.
article number).

UDI % U 72, UL S 723k UDI iz B 1A T THRA 4 572012, UDI &3R8
WS ARV ORI (B - B ES) BNEENDL I EBH Y T

6.3 UDI Human Readable Interpretation (HRI) Format, Structure and Content of Each
Issuing Agency/Entity
6.3 HFRATHEBI/EIED UDI B FEEXFMHRDD 7 +—< v b, HEBIUCAR

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) requires the HRI format
to follow the specifications of the UDI issuing agency/entity as sanctioned by the

regulatory authority

Q IMDRF UDI Guidance(IMDRF/UDI WG/N7Final:2013) Ci&Z, HRI 7 #+—~ v KIZ
DUWTIE, BIY R OB A & 52 F 7= UDI FATHS R/ R D HARIZHE S = & & 3
RLTWET,

The tables in Appendix A contain the UDI HRI formats to be used for each of the
issuing agencies/entities with examples of the HRI alone, followed by a representation
of the HRI combined with AIDC in linear and two-dimensional bar code (as shown in

@ Appendix B to this document).

fTEE A ORIZIX, FBATHEER K Z L IZHEH IS UDIO HRI 7 4 —~ >

23, HRIHEMORFH & L CREEH SN TE Y, EEB 21X, HRI & AIDC
ARG DR TR LB L O R IE/N—a— R TORHID G I N T E
R

The inclusion of the qualifiers is necessary in the HRI to determine what the identifiers are in the string
of characters that follow the qualifier.

AV 77 A7 —% HRLIZED D Z Lid, 74V 774 7= XFFoFcED L H
TRRAI T3 8 2 A Hlr 9~ 5 7o I BT,

6.4 Automatic Identification Data Capture (AIDC) representation of UDI
64 UDIDBHERR#HT —#BE (AIDC) KB
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There is a wide variety of AIDC carriers available; however, to meet the imperatives
of the IMDRF UDI Guidance, the UDI should comply with the requirements of the
global accredited issuing agencies/entities and the accepted AIDC standards, i.e.,
ISO/IEC 15459-2; ISO/IEC 15459-4; ISO/IEC 15459-6; ISO/IEC 646; ISO/IEC
15415; ISO/IEC 15416; ISO/IEC 16022; ISO/IEC TR 29158.

CQ\ MM FTRE /2 AIDC % v U 713 LA T 23, IMDRF UDI VA & o 2 DWZ
HIEZW 72 720IC, UDLIE, EERRICEEE S RBATHEB/MR & | T A
NHITWD AIDCEEHEDEE, 3772705 ISO/IEC15459-2, ISO/IEC15459-
4. ISO/IEC15459-6, ISO/IEC646. ISO/IEC15415, ISO/IEC15416,
ISO/IEC16022, ISO/IEC TR29158 I[ZHEHL T 2 M ER &V F 77,

Each issuing agency/entity has their own general technical specifications that include information on
the carrier type, size, placement and quality in addition to recommendations about the human readable
presentation of the encoded.

FRATHRBE/HRIE, T E ORER R B EZA L TWET, ZoEkiZiE, = a—F
SNTWLT =4 OREAEXTORTBICHET DHERITNA T, *v U T O, Y1 X,
FLE M O EICE T DA E £ £,

FEATRERE/FARIZEE T 23 LUVMHFRICOW T, AXEOE 73 10.3 25

@ For further information on issuing agencies/entities, see Section 10.3 of this document.
BLTIEE,

Some carriers are only approved for specific applications (e.g. retail point of sale). Therefore, it is
imperative to understand the appropriate application of each carrier and allow the manufacturer to
choose the appropriate carrier based upon the application for use.

X U7 ORIZIE, FrEOHE (BIAIX, /NEIZEBIT 5 POS)IZX L TOHAKRINTWND
LOLHNET, LEN-T, £Xv U T7Tomu e flEEs gL, SEEENFD MBI
HASNWTHE X v U T BRI TEDLHICTHZENITFEL R 7,

Section 8.4 of the IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) provides

additional information on this aspect
IMDRF UDI 77 A 4 > A(IMDRF/UDI WG/N7Final:2013)Dt& 7 3 > 8412, T
DAY DIBNERA TR SN TV E T,

For purpose of illustration, the images shown in Appendix B depict some of the most
widely used AIDC carriers used in healthcare (medical devices and pharmaceuticals)

today.

(:) HEEBIR LIEERIL, S O=OIIC, BIESNLVA T T 58 (EEERS
FOEEM) TR LA FEHEZINTNS AIDC ¥+ U7 DN D)ERL TN
i ‘ﬁ—o

21 March 2019 Page 14 of 94



IMDRF/UDI WG/N48 FINAL: 2019

RFID may also be an acceptable AIDC technology.
RFID & %72, FIATTHE/R AIDCHIFTH DL Z L3 £,

Examples of RFID are provided in Appendix C°.
RFID Of1%, fHEE Clcl I TnET 2,

6.5 How to place a UDI carrier on the label of the device or on the device itself

6.5 RBEERDOTLE IR UDI ¥ V) T 2RRTHHE

The UDI carrier, as referred to in Section 6.2, should be placed on the label of the device or on the
device itself, and on all higher levels of device packaging. Higher levels of packaging do not include
shipping containers. Direct marking is placing the UDI and, potentially the full UDI carrier,
permanently on the device itself.

B/ ar 62 TE/RLELIIC, UDLF v U T, HERO 7~V IHERAMR, W
NEY EfLOETORBOWUIRICFIRT 2XENH Y ¥, oo i3TmE= 77
FEENETA, FA L7 bv—F 7 LE UDIBLD, HEICE - TidsEa/ UDI F
¥ U7 %, EARNCHGARICER T 5 2 LT,

HALVY h~—F o 7BLOUDIF v U TICET 25X, B2 30651

@ For further information on Direct marking and UDI carrier see Section 6.5.1
ML TLIZEN,

Several technologies are available (e.g. printing, marking, Radio Frequency Identification (RFID),
etc.) for applying the UDI carrier on the label or on the device.

TV E ISR UDI v U 7T 2 E£RT 572012, oM WX, AR, ~—%
> 7. RFID 72 &) D3RI H A HE T,

Regardless which technology is used, the manufacturer shall ensure that the UDI is readable for the
expected service life and that placing the UDI carrier on the label or the device itself is not creating
any negative impact on the benefit-risk ratio of the device.

EOBAMER SN T LS b 6§, RUESEH X, UDI 2345 % i@ C TRl
DAEETHDHZ L, BEO UDI F+ V7T % T L FTIIWRARICR R LTS, o
X274 h s YA HITEREZ KSR EERFEL 2 TNIER D £H A,

In this context, also the influence of the transport, storage and handling environment shall be
considered. By doing so, the material on which the UDI carrier is placed and the impact of the chosen
technology shall be analysed. Special consideration has to be taken into account for direct marking,
including analysing the impact of the direct marking process and ensuring there is no negative impact
on the stability, biocompatibility, and effectiveness of the device.

ZHICEEE LT, s, REMOCBRBOWORRBEICIORELBEE L R2TNERY £ A,
INORE~DEBEZZET DLV Z&iE, UDI v U7 2R TRT OIS
BAR DO ATORITIRR RN E WS Z LTty A, ¥ LT bv—F 7

5> It should be noted that regulatory authorities might choose to opt for certain AIDC systems only.
Bl SR ED AIDC Y AT LDOAHZBERT DEE N H D 2 LITHET & TT,
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DOWTIE, TOT e ADREE T L, a0 e, AREGME, B I OARIEICE
BN IRNZ LR RGET 2 2 230, FRlREEA LETT,

HA VI h~—F 2 TIZBET AR EFHEIZOWTIE, BZ7 a2 65.1

@ For further information on special considerations for direct marking see Section 6.5.1.
LTS IEEN,

When applicable, in combination with material suitability, the adequacy of the bar code/matrix
resolution should be ensured to enable correct scanning by barcode readers, based on ISO/IEC
standards as described in section 6.7.

HMTAEAIL. N—a— R —=F—TOEHLATYy U EA[fEICT D20, 7 9
6.7 \ZFCHL S AL TV 5 ISO/IEC Bk IZ IS & . MEtomE A LA G YT, N—a— K/<=
N > 7 AOEE IR fRARE A MR T AV EN LY 97,

The uniqueness of the UDI carrier shall be ensured, to avoid duplication or any misrecognition by
AIDC readers or by human eyes among products and package levels. In particular, any stakeholders
who place types of AIDC forms other than UDI on the relevant packages, labels or products themselves,
shall ensure that the placing of those AIDC forms does not create the potential for confusion with the
UDI carrier.

AIDC U — & —C HIZ K 5 BGRB8 L L~z n T
UDI %+ U 7 OME—PERNRER S22 UE R ) 8 A, KR, UDI DS OfEE 2, B
Btk 7oV TEARIRIZ AIDC 7 4 —~ v hTERRTHRGEIL. 2o AIDC 7
F—~v FORSRN UDI ¥ U7 ERFEISNDAREEEZ AL SR VWE DI LARTiE%
D EHA,

It is also recommended that multiple bar codes are not applied on the same label of a device or on the
same device or package.

T, BHEONR—a—FE, —oODHEEGEDR L7, 3R UaoaiEIicE€r L
RN ERHELE I NE T,

Figure 1 shows an example of the application of a UDI carrier on the label of device or on the device
itself and on the package

4 113, R0 T L BRI, BLOEE LD UDI F v ) 7 ORRFI 2R L%
B

Figure 2 compares devices with a UDI carrier on the label or on the device itself.
2 1L, UDI ¥+ U TR T UIFR ST D8 & RIRICHEEEFRR STV D iR &
I L7 b o TY,

Figure 3 compares packages with a UDI carrier on the adhesive sticker or directly printed on the
packaging.

4 3 1%, UDI ¥ U7, @ LEORT v —ICFEKRENTHE L, EAICEREAR S
e L e LIZbDTY,
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Options for Placing the UDI Carrier
UDI % % U 7 FoRITIEDER

Manufacturer name

ol 1000 Technology Lane
Anytown, Country

resentative name
2000 Technology Drive
Somewhere, Country

Device inside package i

= | aBENokR
=2

UDI on Device Label
Mg =~ 12 UDI & &R

Medical Device®, Fictitious

%

el £ minassemnaeg
E @
e ] pne

‘,ﬁrﬁ i ,@N @

R —
R T

Mhanstoctuner s
P e
A, Covary

Device inside package

011234567851 2345
3 (211123456

(11180702

(171180702

ot

UDI - Direct Marking
UDIDX¥ A LI h~—F 7

Figure 1: Example of application of UDI carrier on the label of device or on the device itself and on
the package

] 1: G5 D T A~ [ F TSN, B L VAR -0 UDI v U 7 DZRfl
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Device with UDI on the label Device with UDI direct marked on the device
HEERARRD 7~V LI UDI 2 FR Licb O

UDI Z g A IRICEER R LIZH O

uDI
Figure 2: Comparison of devices with a UDI carrier on the label or on the device itself.

[ 2: UDI F+ Y 703 7 ~IZFZR X TSGR S BEGAIRIZ [HBEZR S T S 655
E DI,

Medical Device®, Fictitious

Medical Device®, Fictitious

a

209-0-02  HNTET-0

. g B

ManTTIe e Hepresontatg nama.
00 Techmonagey Lane 2000 Tty D
oyt R somvwtorn. comtey .

UDI printed on the adhesive sticker

UDI printed directly on the packaging
UDI 2/@% LD AT » 1 —IZHIRIL 72 b

N4 UDI % 6132 (ZELHERI L 72 & D

»

Figure 3: Comparison of packages with a UDI carrier on the adhhesive sticker or directly printed on
the packaging.

[X] 3: UDI F+ U 7735, 4 DX T o 51— (2 Fn S BE L, 5EC BRI S 7= 2
B & DHEE,

For further information on AIDC Reader see Section 6.7.
AIDC V — & —DOFEMIZONWTIE, B33 6728 LTLIEEN,

21 March 2019

Page 18 of 94



IMDRF/UDI WG/N48 FINAL: 2019

6.5.1 Direct Marking
651 XAVIbw—Fv7

The IMDRF UDI Guidance (IMDRF/WG/N7Final:2013) states: “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.”

C}\ IMDRF UDI %A 4 > % (IMDRF/WG/N7Final:2013)Clt. %Ko L 512k~ bh
TWET - T TR RS IS, RS AIRIC UDL % v U T3 RR &
TWORENRSY F3, BEIMHENT L2 L ICHAM A2 LELE 5, BER
REZR EIRIE#R O UDL & v U 7713, Hds O A% 218 U CTEAR T, AL
P A 7N BHAID AR b O TRITNIELRY ¥ A, BEERIL, —HD
BEERIZHOWT, A XL THA o BB LB FEMEREOREICE Y.
AR ARE, FRIIRIESNRWATREED 5 LT 256050 £4, |

The determination of whether a device is reusable or not is to be made by the manufacturer. That
determination should be reflected in the instructions of use, together with any relevant appropriate
information on appropriate processes for allowing reuse.

PR 2N AR T ATRE S 2 DR, BOEZEE MT O T L2 £9°, TOWREIR, B
EAREICT D0 DY 7 r v XY 5 H b SR LT, EHBHEICKBRS
LENH Y £,

Direct marking is the preferred solution for placing the UDI Carrier on the device itself in the case of
reusable devices. There are a variety of methods for applying direct marking, including both intrusive
methods (e.g., dot pin; etching; direct laser marking; etc.) and non-intrusive methods (e.g.,
cast/forge/mold; laser bonding; stencil; permanent adhesive label; etc.).
A V7 h~—F 70 FEATRE R DRSS AIRIC UDI %+ U 7 2273 % OIS
L7 HETT, A4 v 7 h~—F 7121, B AW(ntrusive) 72 7L (Bl 1L, Ry hEw
(dot peen), = F 7 XA LT b —H—<v—F7%) L IEE AR (non intrusive) 72 715
(B2 IX, BREARE BT, L ——428. AT ik, KAME T VLVE) 2Eie, ki
RTGERDH Y £,

ISO/IEC TR 24720 provides guidelines for direct marking, namely in relation to
selection of methods of marking based on material. Other useful standards in this
context include ISO 28219 and ISO/IEC TR 29158.
C:LrIKMHHRMDOM\?4V7F7~#V7®ﬁ4F34V\?ﬁbB\ﬁﬂ
(SN~ =% T HEOBERICET 20 A R A a2 L TnET, £
O A AR & LT, 13028219 J N ISO/IEC TR29158 3% 0 F£ 77,

Issuing agencies/entities might have recommendations on key aspects of direct marking, including
substrate requirements, symbol dimensions, symbol quality, and symbol placement.

BMEfE, Rk Y URVEE VU RLVEREEA G YA LY by —F 7 DOE
ZIRRA 2 MTHOWTIE, AT/ LY HERHER H 55608 H 0 £,
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FATHEES/MMARIZES T D E 2 DB EHERIZHOWVWTIL, BZ v a v 225 LT

@ For further references on issuing agencies/entities see Section 2.
TIEEW,

Direct marking supports accurate identification and capture of a UDI (and when marked with an AIDC
carrier, allows auto-capture) when the device is no longer accompanied by its label or package
containing the UDI. The figure below shows examples of direct marking on surgical instruments.
FA VT b= 703 &S UDL 23l 7~V EZFaE e kb oo a1,
ERE72FA . UDI OFiHE X L ET(AIDC ¥+ VT 2~—F%0 7 Lgaix, BB
BB Z ARRIC LET), FRIEZ, B EoX A Lo h~—F 0 7 OflZ R L TWET,

Figure 4: Example of direct marking
K 4: 574 L2 p~—F e ZDHY

An exemption to the direct marking obligation shall be foreseen under the following circumstances:

DITFOWRRTTIE., XA L7 h~—F 0 7 OHBIIGRHRINET,

a. any type of direct marking would interfere with the safety or performance/effectiveness of the

device;
a. FOLIRIALTDEA LT b~—F 0 T HANTY, HERO LM I MERE/A %)
PEIT 556

b. the device cannot be directly marked because it is not technologically feasible.

b. HINHIIC, FEERA~DERZEFTNRATRE TH D58,

The applicability of those exemptions shall be based on evaluations of the characteristics of the selected
direct mark technology as well as size, design, materials, processing, or performance issues related to
the device in question.

2O LT mBRomAcB T, YEERICOWTOY A X, TY¥AL . B T, £
TIIVEREDORIE & Rk, BIRENTZF A LT b~—7 Hifi OB ~D T LS h 72 1)
x5 A,

Examples of feasibility issues linked to direct marking integrity are provided in

Appendix F.
FA VI b=—F% T OREMEICEET D RMEN D 5 FHM T RE FIORS
NCNET,
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6.6 Considerations on the UDI contents of the Medical Device Label
6.6 EFEEES)NLO UDIARAICHETAEESIE

Q The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) defines the UDI.

IMDRF UDI 77 A # > A(IMDRF/WG UDI/N7Final:2013) Cid UDI Z E# L TV
ES

The contents of the UDI carrier shall be consistent with corresponding contents of the label while date
formats may vary.

UDI ¥ U7 ORNFIZ., 70V EDOXRETHIHRNRE L T\ g Een FEAR, H
FOEXIIE LD ZENH £,

The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) and the IMDRF
document IMDRF/GRRP WG/N52Final:2019 indicate the contents of the labeling that

shall appear in the UDID.

Cl\ IMDRF UDI Guidance(IMDRE/WG UDI/N7Final:2013)3 & 0" IMDRF &
IMDRF/GRRP WG/N52Final:2019 (21X, UDID (2T 5 & 7~ /LONEN
IRENTWET,

In this context, it is important to note that the information to be registered in the UDID should also be
consistent with the relevant contents of the device label.

ZHUCESE LT, UDIDIZBERSNLAHERIL, WD 7~V EOBET INAELE b —ESH
HDVBENSHDHZ CICERTDH I ENEETT,

6.7 Considerations on AIDC readers

6.7 AIDCVU—X—iZEET A EFNR

AIDC readers comprise bar code readers or readers of other AIDC technologies (such as RFID readers).
AIDC U —#—IZiE, N—a— U —&—F7=Efho AIDC £fiid VU —4#— (RFID U —%
—RE)NEENET,

Barcode readers are designed and manufactured in many configurations (e.g. fixed mount, handheld,
tethered, cordless, wearable, mobile phone, etc.) and, like many electronic devices, can be acquired
with a wide range of factory and/or user selectable features and capabilities.

N—a— RN —XZ—x L OFE B2iX, HE~7 2 b, N R~V R, o— RfF,
a— RNV R, U777, #HEEELRY) CREF - /MBS TRBY., < 0B L
AR, T — P — 3B R AT BE 2 bk & 2R RO MERE 2 2 TV 9,

Barcode readers are available as “linear” scanners for “linear” symbologies only (e.g. Code 128) and
as “image scanners” for linear and 2-dimensional (2D) symbologies (e.g. Code 128 and Data Matrix).
N—a— R —=#—2iF, —kLy AL (Code 128 72 &) DOAHIZFIHFREZR [—KIT]
AFx ¥ &, ~WIEBLOZKIL 2D) AL (Code 128 BT —H~ bV v 7 A7
E) IZHHAFREZ: A A=V AF T BB £,

Since image scanners can scan linear and 2D-symbologies, it is recommended for users to utilize image

scanners for UDI applications. Any evaluation of scanner or reader technology should take into
account the range of bar code formats, sizes, and substrates that will be scanned at the point of care. It
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is recommended that scanners be capable of reading two-dimensional bar codes printed both on
conventional labels and marked directly on implants and other medical devices.

A A=A FIT—RILE “RITDYV L HRNLNVTNEAF Y T HZENTEDLDT,
FIFZEIX UDI GO 7=OIZiEA A=V Ay T 2T ERMRINET, AF v T
FTV =X —HINOFLIZH T2 > T, ™A " T 7 TitA BN /3—a3— KD
Tx—~<v b, TAX, EMOEEOFHMEZEICANLILERHY £3, AF ¥ I3,
FTUVIZHIMENTWD R eN—a— K& A 7T MRZOMDEREREISRICERE~
—X T INTE RN — RO FEHRARD I ENTEH LT DHZ LS
NTnET,

There is no additional technical knowledge needed to use (i.e. to scan with) a 2D/matrix versus
1D/linear scanner. In fact, both the omnidirectional reading capability of a 2D/matrix “camera” or
“area imager” scanner, and the 2D/matrix scanner’s inherent ability to read both 2D/matrix and
1D/linear types of barcodes will make them easier and in the long run more economical to use in many
instances. The only additional technical consideration is that every scanner (whether 2D/matrix or
1D/linear) must be properly set up and/or configured for its intended use, which is generally easily
done by the firm the readers are purchased from.

2D/matrix A% ¥ L, 1D/linear A ¥ v S L LT, TOMEH (DEV AFX v 52 L)
IZBWCTHANAI 22 RN BN CHEIZ /2D Z L idd 0 £/ A, EFE. 2D/matrix xHED T
AT FlF 2T A A=V x| AFZ ¥ RO FmMatAM Y 487 L, 2D/matrix &
1D/linear DO % A 7 D/3—a— R&FEHEALD &V D 2D/matrix A ¥ ¥ FIZ[E A ORE)IX,
< DA, HHZ I VMEICL, REIICAL & KORENTY, M- BMTER T~
X j&ﬁ‘fé’] fﬁ%%ﬁ@i\ FT_XTDOAXY ’}‘75§(2D/matrix Z¥ v+ T 1D/linear DWT LT %))\
ZO/BEMBEMNCIS CTHEENICHRE, BEINRTNER620WZ L TT, ZRE—KMIZ
E. UV —F =%t HEEIC L ERIIThbIET,

Readers for UDI applications need to support the barcode symbologies in line with relevant
international standard (including ISO/IEC 16022, ISO/IEC 18004, ISO/IEC 15417, ISO/IEC 15420).

UDI %fI&D 72DV — & — %, BE§ 5 [EEEAE % (SO/IEC16022 , ISO/IEC18004 |
ISO/IEC15417, ISO/IEC15420 # &)W LTz —a— R VR a2V R— M08 RH
nET,

Standardised barcode symbologies should have a symbology identifier registered with ISO/IEC 15424.
Bar code readers transmit the symbology identifier to differentiate between the data carriers of each
issuing agency/entity.

LS oS —a— Ry 2R UiE, ISO/MEC15424 |28k Saviz v v RVIR RSB 1 & A
THRETY, N—a— RN —=F—%, U RWUERFNTFZ2EE LT, SRITHE/HAE
DTF—=2F%x VT ZXHLET,

An example of readers of other AIDC technologies is an RFID reader. Today, some RFID readers have
the capability to read 1D/linear and 2D/matrix barcodes. However, barcode readers typically cannot
read RFID tags without the addition of external / auxiliary RFID reading devices.

Z DD AIDC Hiffrd YV — & —@f & LTiE, RFID YV —¥—21H 0 £9, 4 H TIL, RFID
J—&Z—pH 2%, 1D/linear 38 X X 2D/matrix Z 5 AWM AHEHZEHTH5508H 0 £9, L
ML, N—a— R —Z— 33—z, O8I 7: RFID BiAE 0 #as 2L 727
AUL, RFID % 7 %t D Z LN TEEHA,
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7.0 Application of UDI to packaging levels
7.0 EEEBAI~D UDI DE A

7.1 Applying UDI to Medical Device Package Level Hierarchy
71 EREIROQIERMORE~D UDI DEH

One of the main principles of a UDI system is to apply a UDI to each packaging level of a medical
device package level hierarchy. The UDI-DI of each package level requiring UDI must be unique to
distinguish between package quantities at each package level®.

UDI v A7 LD ERJFHIO 1 21, EFRES I OSBEE O ULIEHNL = &2 UDI 2@
5Z & TY, UDI & Bl & 5K HALO UDI-DLIE, & EEHEMIZE T 2 8m % XA
DI —ETRIFNTR D £EAS,

The device package level hierarchy is a key concept to understand in terms of UDI system. It is also
important to note that, while most medical devices are contained within packages with labels, there are
instances where the devices are removed from the original packaging and therefore the label no longer
exists.

Pds DdE @ﬂ@WF%LiLmI/XTA%EM#éthEQ% T#oik\ﬁah
EDERBELL T -~V DA W2 A LRI 5 TWE T, oD SRS EY 1
éhfwék ’\7Awﬁﬁfbtw%Ab%5:kmﬁﬁ¢5:kﬁ%gffo

Appendix D provides some examples of package level hierarchies, including how they

are captured in the UDID.
f1J&E D TI&, UDID ~DH VAR S 1EL EZ &, WEBALOREEOF] %
<HOPRLET,

7.2 Unit of Use (UoU) DI
7.2 fERHAL(UoU)DI

The UoU DI is an unmarked identifier assigned to an individual medical device when a UDI is not
labeled on the individual device at the level of its unit of use. Its purpose is to provide a UDI-DI to
identify a device used on a patient when a UDI-DI does not appear on the label of the device.

@%%ﬁDlamum)i E%w SOfE %2 O FHEALIZ UDI N FER SV TV WA,
ZTHHMEAIZE DB TOHEND, I~ —F 0 7SNV Td, ZoHMIX, UDI-
[HWE%%$@7“W %Téhfwﬁw%éf% BRI ST 5 [E R SR 3
B9 % 7= ® UDI-DI #4425 = & T,

The UoU DI should be assigned when the base package’, i.e., the lowest packaging level with a UDI,
has a device count greater than 13

¢ The UDI directly marked on the device should differ from the UDI placed on the label of any package containing that

device. This is to distinguish the unpackaged device from any device package containing the device.

ERICIEZE~—F 7SN DL T, ZOMESRE2ETH DD 0D T~ L7z UDT &35 72 513

TTT, Zhd, RO L YG e ol d b HEGTIE L 2 XTI 5720 T,

From a supply chain perspective the item cannot be replenished at any level lower than the lowest packaged level.

Y7 IAF == OBRENGIE, &b TEOBIEEL LD HIERVEMITIE, WARS5ETHMEE 25T

THZ LI TEEEA,

8  Itis important to distinguish the UoU DI from the unit of use package level, which corresponds to the base package.
UoUDI Z, Thaadd 5 (RN—Ry r—U2HY) LXK 5 2 EAEHEETT,
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UoU DI X, XR—2A Ry —27 470bb UDI BRESN TWA RS FLOEIEENIZE
FNOHEROE N 1 L0 REWESITRESNE TS,

For further information on UoU DI assignment see Appendix E.
UoU DI D!+ ORI 27T, MEEE 2R L TIIESuy,

The concept of UoU DI is not generally used in industries outside healthcare. Within the healthcare
context, this concept is of great significance due to the clinical needs to track individual devices within
specific packages.

UoU DI OBEZIE, ~VAT T B U T RIICHEH S T EEAL, ~VAT T 8
TiX, ZoOWEEIE, BRKRBY TREDTUIENDOME « D& Z B LW E VW) =— DT
W, EFWICEETT,

User education is key to assure proper assignment, entry and use of the unmarked UoU DI. The user
education should include education of data submitters, data users and Electronic Health Record (EHR)
system vendors.

~—F 7 &7 UoU DI Ol 723k &, AJT. ﬁ%%%ﬁ#ét ik, FIREOEE
NEEL D F94, FIAEOHEFICIL, T—4EHEE. T—2FHAEBLIREFDI LT
(EHR)Y AT ARy B —~DHE %ﬁwézﬁﬂ%@i#o

Examples of package level hierarchies (including UoU) are provided in Appendix E.
TALHNL OFETE (UoU & & de) OfllE, BEE ICEEHINATHET,

8.0 The Unique Device Identification Database (UDID)
8.0 HEREAAT —F ~N—X(UDID)

Regulatory authorities are responsible for developing the UDID in their jurisdiction
based upon local policy requirements and the principles developed in the IMDRF UDI
Guidance (IMDRF/ UDI WG/N7Final:2013) and this document.

B FE, SEOBURE MR XY IMDRF UDI 4 A # > A (IMDRF/UDI
WG/N7Final:2013)3 L OASCETHRE SN AN SN T, B E O & fE ik
\Z31F % UDID DR EICELEAVET,

Providing public access to each UDID will further allow healthcare stakeholders to access essential
information to identify devices.

% UDID ~DO/RT7 ) v 77 7w A%+ ik, EREGRE L. BRI 5
TR AIRRIERICT 7B ATE L L9120 £9°,

8.1 Expectations for an effective UDID design
8.1 ZhEREY7: UDID BREH~DH%F

21 March 2019 Page 24 of 94



IMDRF/UDI WG/N48 FINAL: 2019

The IMDRF UDI Guidance (IMDRF/UDIWG/N7Final:2013) indicates in its
introductory section that: "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".

CQ\ IMDRF UDI Guidance(IMDRF/UDIWG/N7Final:2013) Ci%., = »HEE T, [UDI
VAT AE ERES O O T D O FRENHTI L Te— 2D AT A
ERRMTLZLEZER L TWET, EREFEELOEEIL, BERER L ToE
LR JEME R T DTN T, BN KREEREHOFHRIIC, b
T 7 AT OMENESRLHTLL Y] RS TVETS,

The UDID is a designated source for device identification information. To ensure that all stakeholders, in
particular the healthcare sector, are able to obtain value from the UDI system and the UDID, regulators
should consider the following principles when developing regional UDIDs.

UDID /X, HEZakpE RO E L THRESN TWET, T X TORERRE. B EEEM
23 UDI AT L L UDID ORI EZELZ LN TE A L2570, BfIRYREIX, H
%D UDID # R ET DB, UTOFRAZZBETLH2LERNH D £,

Regulatory authorities are recommended that their UDID is designed:
B RIZIZ, UDID 2L FO & 5 IZkEHT 5 2 & 2R L £,

1. as a central medical device master database containing all essential information to identify devices
in the jurisdiction;

1. XN OIS ZRET 272012, 2 TOLAFRE TR ERER~ X
B =T —=FXN=2LF5HT &

2. to include the entire package level hierarchy of a medical device (e.g. unit-of-use, base package,

higher package levels). The hierarchy should be linked to a specific device and provide a parent—
child relationship structure;

2. ERESODEBEALW AT, BEHBEA, XR—A Ny =0 L0 EALO e LEHEAT)
DREEEEZEZD 5 2 &, BEITREDOKERICY 7 S, Bl BEROEEN 70
LEDIRkTE S L

3. to be freely and effectively accessible to all stakeholders, in particular the healthcare sector;

3. Z2TORMFREMRE. FICEREMORBBENEHE T, 2ORRMICT 7 EATED
ek

4. in a way that relevant available UDI-DI related information can be integrated through downloads
and/or Application Programming Interfaces (APIs) into:

4. FIFFIHE7e UDI-DI Bl EZ, ¥V om— K7 7 r—yarrur7I074
YHET7 2 —AAPDZHE L TUTNICMETEDLLIICTH &,

a. internal regulatory systems (such as adverse event reporting, recalls)
a. WESOHHI S AT L(EFHEZWE, Ja—il)

b. device registries

b. HEERL VA RY

c. healthcare supply chain systems, clinical systems (e.g. electronic health records), and clinical
engineering device maintenance systems;
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c. ~"NATTHTIALF 2= VAT A, KBGOV AT LB 21X, EF IV
7) FEIR T an PRSF & AT A
5. to ensure high availability and reliability (e.g. multi-access automatic up- and downloads 24 hours
/7 days);
5. MW AT M E S EEMEZIRGET 2 2 B AIX, vV F T 7 B RARARECTHIEEEHE) T v

Ta— K/ Fyra— RTE5H7RE)

6. to ensure the integrity of data and data transmission processes using recognized data exchange
standards, when possible;

6. ARECHNIEL, BREDT — A ZHIER LML T, T2 K OT —Hfnx7 nt X
DEEMEZHRT D &

7. to inform manufacturers about reported data quality issues and track correction, data quality
improvements and responses regarding the information submitted. This does not replace
manufacturer responsibility for UDID data quality;

7. MEINTT =X MEORBEICOWTHLEEF ITHERA ML L, fRH SN EHRIC
BT 2EIE, 7 — % OMEBEUEL X OSSR EZ BT 52 &, Zhud, fdEzEs
D> UDID OF — X WWEIZEET 2 EETOMRITET 5 Z & TlEARn

8. to ensure that acknowledgment of receipt is provided to indicate success and completeness of data
submission;

8. T—HOHMNIEFIZHET L7cZ & 2R RN HEIITOND Z &

9. to connect the device UDI-DI information with codes and terms of a nomenclature’ which would
enable other stakeholders to: use the UDID data for activities like purchasing, stock handling,
reimbursement or research; find UDID information related to similar devices or to enable
regulatory authorities to effectively assess the safety and performance of product groups in the
field;

9. fLDOBIRENIEA, TERALEL, EiE, W57 EOIEE)IC UDID 7 —# ZHHA L7120 |
YL ORI B % UDID E#HZMB L= 0, HslY BRI RO 20 & e
ENRINCFHEICE 2 L 512 57201C, BdsD UDI-DIE#H & —Mi94 #rC o HEE
RLa— REDOERDITFNRTEHZ L

10. to have a set of transparent rules on UDI-DI related information updates;

10. UDI-DI BE OISR EFICE T2 —EOBHAMED H 2 A2 > &

11. to allow for necessary corrections/updates of information to improve the quality of data;

11. 77— OE %M EXE D7 DICMBEREROEE/EHZHEICT 5 &

12. to ensure that there are timely and adequate notifications of any change to the UDI system that
would impact data submission and use (e.g. adding new fields, changing data definitions or values,
validation rules);

According to Section 9.2 of the IMDRF UDI Guidance (IMDRF/UDIWG/N7Final:2013), nomenclature is listed as

one of the core UDID data elements
IMDRF UDI A # > A (IMDRF/UDIWG/N7Final:2013) D% 92HEIC L5 &, — %4 FRi% UDID & —
AOaFHEADO—2L L TE TN TVET,
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12. 7 =2 O ERNC B 2 JET X 572 UDL & A7 AOEEBIZIL, Bizin” 1
—)V ROBM, T—FDEREIIME, NV T —a L I—LDOEF)NIOWT, #
REA DN @A S 4D 2 & B RFET D 2 &

13. to keep history of UDID entries and changes and make information on changes publicly available;

13. UDID O %$kk L OE EDEREOREF &, BEIZET HIERONBREZITH Z &

14. to ensure via security protocols that information provided by the manufacturer (or an authorized
third-party acting on behalf of a manufacturer) is successfully and correctly submitted;

4. tF%=2U7 478 ba—nz LT, MEREA(ELITREREA ORI L L THERZ
AT D% — =7 4 ) RESNIZIFERNEFE N OEMICEHESN TS Z &
ERAET D 2 &

15. to provide clearly defined data validation rules specific to a single data field or a combination of
data fields to ensure data integrity, that including, to the extent possible, reasonable automatic

plausibility “checks” so that data format requirements for all data elements required for submission
to an UDID shall remain stable over a long time;

15. 7 =2 O EHRT 572D, B—O7 =27 4=V NEIZT—F7 14—
ROMAEDEIC, EAD, FHEICERINZT — O F— g L b— )Lz g
952 &, ZhiZTiZ, UDID ~DORBICHERTXTOT—FZHADT —F 7 +—
~ v NEHOREYIRIR L EEOHERF DT IZ, FIRe/R R A EAIC 2 Yo B B
I Feyr] BITH T EEET,

16. to consider multiple options for submission (e.g. HL7 SPL, Excel or CSV files, Structured input
via a Web-interface to allow for manual UDI data entry). Those options should be based upon user

interface design principles so that data entries is intuitive for the user, data is captured in a structured
manner using pre-defined list(s) of values and limit the use of free-text fields as much as possible;

16. 7— X4 HFEL LTEEOA v a v 2EET 52 (Blx1E. HL7 SPL. Excel
F2IT CSV 77 A/, FEITO UDI 7 —Z ASJZAREIZT H728DD Web A > & —
T oA AN LIMEEILSNTZATITE) , 26047 a i, 2a—F—»2NE
BT — 2 NN TELEHICa——A U F—T = — ARG OJFHNCE S = |
AREZRIRYD 7V —FT XA N7 4 — /L ROBEHAZHIR L, 7 —Z DNEATER I L7-MH
DY ARNEFEHL THEELSNTZHFETEE SN X OCTH2HERD D,

17. to accommodate the submission of data from authorized third parties;

17 BA SN — RAS—F f—inbOF— 2 ORINAZIFAND = &

18. to the extent possible, have validation procedures to enhance consistency across internal regulatory
systems and minimize the use of duplicate data entry by manufacturers that must enter the same
data across those systems.

18. FIREZRIR Y | PERHIEI S 2 7 LA O— B A&, o, Y AT AMTHLET —X
AT DN HUEREFR OBEET — 2 AN dg/ NRIZI A 5 72 O ORRGETFIE
2% Z &,

During the design and development of the UDID, feedback from all the stakeholders that are expected to
be using the UDID should be sought.

UDID DO&at-Ch%E DOBRIZIEL, UDID 2+ 25 2 L B PRSND TN TORERBEND
DT 4= NNy 7 ZRODHBLENDH D £,
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Manufacturers are responsible for the initial submission and updates to the information in the UDID.

BUEZEA T, UDID ~Olg|oOMmEE & FHICEEE2AVET,

8.2 UDID Data Specifications
8.2 UDID 7— % {14k

Regulators should ensure that UDID data specifications for UDID data elements'? are available to
relevant stakeholders as soon as practicable, in order to ensure that they have sufficient time for
developing respective systems and procedures.

BRE DN ENENDO L AT b L FNAEBAIET 5 DI T45 7o kifi] 2 MR 95 72012, Bl

ISIEN

UDID 7 —# 3 H Y0 UDID 7 — Z ik %, AIREZRFR 0 M0 iR 35 & & 2 0RGE

L2 niEen 5 A,

The following is a recommended data specification list at a data field level:

TR T 4 =)L LV THER I N T — 2D —E &2 I TR LET,

field name;
74—V R4

field description;
74—V KO

field characteristics (numeric, alphanumeric);
7 4 =V FORE B, T e L)

field length (number of digits, fixed length, variable length);
74—V FORS ik, EER, TER)

indication whether field is a single value or multiple value field (maximum number of values
allowed);

TDT 4 =)V ERBE—DETH 2 MERDOEZFF S ORR FFR SN DHEDOHRK
%)
cardinality information in order to indicate the number of occurrences in one data element

which are associated in the number of occurrences in another data element (i.e. one to one, one
to many);

HHTF—XZHEANTOHBERBEICH S BOTF —ZHANTOHRBEZ R85
DI—T 4 F VT o1FHR (1 % 1, 1 3% L)

list of predefined values (remark: value ‘blank’ or 'null' should be avoided);

FENZER SINTMEO U A MH%E: 1221) 7203 TXv] LW o 2 fEHITRET 5)

field edit rules (e.g., value changes allowed, deletion, only new values to be added, value locked
after grace period);

Q Section 9.2 of the IMDRF UDI Guidance (IMDRF/UDIWG /N7Final:2013) provides a list of core UDID data

elements
IMDRF UDI 5/ A # A (IMDRF/UDIWG /N7Final:2013) O 7 3 5292 TlZ, UDIDT—4# O aTIAH
DY A NERMELTOET,
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o T 4 — )L ROMmREMRA (B AEOEETFA, HIFR, H LWMEOA OB, BT %
iza w7 SHH)

¢ indication whether the field is mandatory, optional, conditional or autopopulated (include rules
for conditional);

o T 44—V RMWMA, EEER, FUfFE, FRITEBATITHLINE S DOFRR (SR
Hft & DL — L EETe)

¢ indication whether a value change triggers a new UDI-DI.

o HOZLIZE D H L\ UDI-DI BN/ B0 E 9 hDOFER

Ideally, the UDID data specifications would be constructed in a data reference table.
BAEAIZIZ, UDID 7 —# fiARI3T — 2 2T — 7 L THE S L £,

IMDRF/UDI WG/N53 FINAL: 2019 collects information on UDI data elements as
collected in National UDI databases (UDID) across jurisdictions.

Q IMDRF/UDI WG/NS3FINAL:2019 T, #EOEEEXIZDI > T aFv
UDI 7 —# ~X—2 (UDID) IZINEE S TW5 UDI 7 — X HE BT oW
IELTWET,

Certain harmonized specifications for some UDID data elements are already included in
the IMDRF Common Data Elements document (IMDRF/RPS WG/N19Final:2016).
They provide a controlled vocabulary, standardized nomenclature, structure and

definition for those UDID data elements.

Cln —¥B UDID 7 —# I8 B I\ZE89 % & E Coifn S 7o fhkki%, 3 CiZ IMDRF
T — # T H SCE(IMDRF/RPS WG/N19Final:2016)IZftd# & CWE 4, £2 T
IZ. £OUDID T —XEHDO-OOEFERINT-HGE., R4 F., BER IO
EFERMEL L T ET,

8.3 Submission of information to UDID by third-party submitter
83 ¥— K/ —7 4 —ITX % UDID ~DIFHRDEH

As indicated in Section 10.2 of this guide, the manufacturer is ultimately held

responsible for the information submitted to the UDID.
RIAROEZ v ay 102 ITREATND X IIT, RAEAIITREES M

UDID (ZFEH S Hicx L THEEEZAWVWE T,

Regulators that allow a third-party submitter should establish a formal process to authorize those third-
party solution providers to submit UDID data on behalf of a medical device manufacturer!!. This
process might include the following:

Y= FN=TF ¢ =X DR EZRD HHHIE /L, BREREEE ITRb> T, —F
N=T 4 —=ThrYVa—var7ung =13 UDID 7 —4 Zitti+ 5 2 & ZfF+

1" Some jurisdictions might not have a specific process in place to authorize third-party solution providers
—WDEFEXILTIZ, Y—F =T 4 —ThHdY Va—Tar - Tuf X —%@EaT5dOHM
T AREHF SN TWRNEERH Y T,
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L, EXRRT7 v REMITHZHERHY T, 2ok, KOLONEENR
jz‘j—o

e the manufacturer provides third-party information, which is saved as part of the manufacturer’s
account;

o WERENY—F—=T 4 —DOfFHmERMAL, TOFRPREREZOT T FO
—# e LTIREESND

e the third-party submitter completes the relevant testing on behalf of the manufacturer;

o BRHAITH Y— K AS—F ¢ —BEEEH I b THMT 57 2 A% T SE5

e during submission processing, the UDID validates that third-party is authorized to submit data
on behalf of the manufacturer;

o EMAHFIZ, UDID, £DH— FR—=F ¢ —NHEEFR TR > TF — 2 22
THMERN DD Z & B EET 5

e the third-party submitter performs data validation before submitting data to the UDID.
o HEHZEATO Y — K N—=F 4 =75 UDIDIZT — & ZRIHNT 2N T —# ) F— =
.

8.4 UDI-DI triggers
84 UDI-DI hU H—

UDI-DI triggers are data elements within a device's UDID entry that, if changed, would require a
device to obtain a new UDI-DI.

UDI-DI kU A —id, £O&D UDID ICAN LIS bOT—ZHATHY, TD Y T—
WEE SNIHE . BEHIH LV UDIDI S E & 72 0 £,

The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) provides that, 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.

(:LFIMM@Umﬁ%ﬁV%mWREWGmmMWMMMQTM\%ﬁ@\@%%ﬁ
DRRBL L —TFE U T 4 OWERSIZORNDATHENE O & 2 EE N4 U 5
BIZiE, B2 UDIDI S TH D LHEL THET,

Any change of one of the following UDID data elements'2determines the need for a new UDI-DI:
RO UDID 7 —4HHA 209 bWnIFnnaeZdil§ 5L, HL UDIDIAKREE Y £7,

12

UDI 5 —# A H OB IZ, IMDRF/UDI WG/N53FINAL:2019 O XCEIRENTWET,

q Description of UDI data elements is provided in the document IMDRF/UDI WG/N53 FINAL:2019
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a. Brand Name;
a. 77V R4

b. Device version or model'?;
b. #EEONR—=T g o F T ET LB

c. Clinical Size (including Volume, Length, Gauge, Diameter);

c. WKV AXERE, R&, 77—V, EEZED)

d. Labeled as single use;

d. H[EfEH & L ToFRR

e. Packaged sterile;
P DI DFRIR

@

Need for sterilization before use;

{5k FH TR 0D 0B oD A T

Quantity of devices provided in a package;

AT E N DA OB

Critical warnings or contraindications: e.g. containing latex or Bis (2-ethylhexyl)
phthalate (DEHP).

h., ERARELF IR X, 77 v 7 AR T XN EAQ-ZF)L~F
JVYDEHP)D & A,

hoh

@ 0o

It shall be noted that new packaging configurations require a new UDI-DI.

H UWEEERE RIS LW UDIDI AL CTH D Z S IZIHEE LT uEe v 48 A,

To date, those with experience implementing a UDI system into regulatory and healthcare systems
have identified a significant challenge with the assignment of multiple UDI-DIs to products, which
share essential design and manufacturing characteristics. Some manufacturers choose in many cases
to use the UDI-DI as the means to manage distribution control, which means that they use it to
differentiate country of origin, manufacturing locations, and other internal information'?. This practice
results in multiple UDI-DIs being assigned to medical devices that health care provider and regulatory
authorities consider being clinically the same medical device'”.

13" In some jurisdictions, catalogue/REF number are included in the UDID and any change to the catalogue/REF number
(when provided on the label) will trigger a new UDI-DI.

—ERDFFEXIL TIZ, W20/ /REFESHD UDIDIZEENTEYD ., (F-CE#HENTWBER) hF 0
7'/ REF &S DZEHEN, #H7-72 UDI-DID F ) H—L72 0 F9,

There are historical reasons for that as manufacturers were the early adopters of UDI standards to facilitate collaborative
commerce between trading partners with a specific focus on supply chain. Use of UDI for regulatory purpose has been
introduced and consolidated at a later stage.

RUTIE, BEEER, P T F = — TR L TEGBIEM T OERPEERG 2 A ST 572 HIZ, UDI
Bk 2 B BERA L T e, EW O ERRREBAH Y £, Sl HROZDHO UDI DAL, 24k
DVH#ROBEMETEASNh, EELE LR,

This risk also limiting the usefulness of UDI for healthcare purposes

TOVRZIZFE. EFELEOHMICEIT S UDIOA AL HIE L F 1,
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INETOLIA, B AT LNV ATT VAT LI UDL ¥ AT A& A LB o
bHEIL, ARG & SR 2 T 2 IS SO UDI-DI 2% 0 H T 5 2 LR RKER
METHDLZ EERMLTWET, —HoREET L, £ O%LE, MBEEEHT 5 T
ELTCUDIDI 2325 Z L A28IRL CWET 2, Ziud, FERE, 8IS, £ ofho
NEE R %2 X B9 572012 UDI-DI A L TWA Z 2B LT ZokHRBITo
FER. ERICEESOBHY BRI LR U & 79 BRI 24D UDI-DI 3E Y 24
THRTWET S,

Inconsistent applications of UDI-DI triggers by manufacturers as well as a lack of agreement among
different regulatory authorities and jurisdiction-specific regulatory requirements related to UDI-DI
triggers might be an additional factor determining the multiple DI issue.

FEHEE T LD —EMEDZ2\ UDIDI b U A —0m ., 7e b ONC 722 2 B Y R L OvEE
XA O HLHIEA: O[T > UDI-DI b U H—IZf3 2 BB O K anE, %o UDI-DI O/
B S ORERERD RN H Y £77,

To minimize that risk, regulators that implement UDI systems and issuing agencies/entities would
improve the value of the UDI system by ensuring that UDI-DI triggers other than the ones provided in
the IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) are kept to a minimum and that
manufacturers implement those UDI-DI triggers consistently and in a way that promotes UDI as a
global standard for device identification. The manufacturer should take into account valid alternatives
to manage product distribution control.

ZDV AT /MRS Z 5 72912, UDI ¥ AT A% Fhfid 2 B4 Fd L OV UDI 51 T4
RE/[{&1X. IMDRF UDI 41 % > A(IMDREF/WG UDI/N7Final:2013) CH2ft LT\ 2 LISt o
UDI-DI h YW —%&f/hRICIA, fE¥EEN NS5O UDI-DI F U —2—HLT, 7o
BEm OB DT D DEFAERE L L THIE SN TW D HIETERMT L2 Z L 2R 52 LI
KU, UDI v A7 LAOAfifE % ) bSR3 0 8 A, BEEE T, WA ii@E o
TeOIITARRRBERZBBICANDLEN DY £7,

Regulatory authorities that have started or plan to implement a UDI system should rely on sharing
best-practice stakeholder communities to look closely at the issue of multiple UDI-DIs.

UDI > AT LD Ei A BAG £ 72 1350 L TV ALY JF X, B2 UDI-DI OEIC DUV THE
BICHRETT 572010, RANT T 7T 4 A2 HTHHAEBRE I 2 =T 4 L HET 24
NGB Y F9,

FERRE R 2=T ORI T X525/ HRICHOWVTUE, B7var 13 25

@ For further information on the issue of stakeholder communities see Section 13.
FRLTLIZENY,

9.0 Recording Unique Device Identifiers into forms, databases (other than
UDID), registries and other health information
9.0 TF—Ah, T—FX—X (UDIDLS) . LIPR U BIBZOMD
R TR~ DR B A A F DFEH

21 March 2019 Page 32 of 94



IMDRF/UDI WG/N48 FINAL: 2019

To take advantage of the structured data embedded in a UDI it is recommended that the UDI be parsed
into discrete fields in database entries and forms'¢ in order to have the UDI data properly catalogued.

UDI [Z#EDIAENT=, &b IN=T — % Z2FHT 521X, UDI 7 —# &t h #¥ a7
{57292, UDI 2T —Z_X—ZADASIRT +—25 ORI 7 4 —)L RIZHfR+T2 2 L
D E9,

A suggested example to capture the parsed UDI is as follows:
53R L7 UDL 2 £ 5720 DRREHNIRD LBV TT,

Device Identifier ’ ‘

Production Identifiers (do not include qualifiers):

Expiration Date

Lot

Serial Number

The document IMDRF/WG UDI/N54Final:2019 provides further information on system
requirements related to use of UDI in healthcare including selected use cases.
IMDRF/WG UDINS54Final:2019 D 3CETIE, W< DO HEG %2 G ERICHT
% UDI OFEMIZEES 5 2 AT DEFIZONWT, SHORLEREREIEL T
E

0

10.0 Establishing Responsibility for Creating and Maintaining a UDI System
10.0 UDI > AT ADVERR « #ERFIZEE 3 2 B{EDHESL

Establishing the fundamental elements of a UDI system requires that all relevant parties have a clear
understanding of their role to achieve the UDI system goals.

UDI ¥ A7 LADIARK 0 BER 2 ML T D12IE, T X TOREFRE N UDI AT AD HEEZ 1
T D7D H b OKE 2 AMICEGET 5 2 L NMBETT,

Regulatory authorities that intend to establish a UDI system are responsible for establishing the basic
regulatory requirements and vision for the UDI as a global standard. Issuing agencies/entities
accredited or recognized by regulatory authorities are responsible for defining the general UDI
specifications based on relevant international standards. Manufacturers are responsible for creating
and maintaining globally unique UDIs for their medical devices by following the issuing

16 1t should be recalled that PIs are not recorded in UDIDs. UDIDs are outside the scope of Section 9.0.
PI (T UDID (ZREEk S LTV T L 2 e _& T¥, UDID (Tt 7 v a > 9.0 DA T,

It should be noted that the format of certain elements (e.g. date format) may vary depending on jurisdictions
requirements.

BEOHAOEFEAMI X, AFOFR)Z, FEXBKOBEMIZL > TRRDATRENH D Z LITHET
%‘(“TO
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agency/entity’s specifications. Distributors, importers, retail pharmacies, healthcare providers and
users significantly contribute to enhance the potential of the UDI as a key standard to facilitate
adequate device identification through distribution and use with patients.

UDI v A7 L&MESL L L9 & 284S R, EEETEE L To UDI D72 D IR 22
IS L B a LT SRR AV E T, B RICEEE 23K S e S TR/
AL, B 2 EEMEEIC S e UDI O— IR Z ED 2 BIEAAWE T, UGS
(T FBATREBI/MIADARICHE D Z LIC XV B S OEREEHI L THAIZ &7 UDI
ZPERL L. MR O EMEEZAVET, MEEE, MARE. NEER, BEREFEL LDV
FRAE L, MEPLEE~OHEHETELE L T, EUREmOMRN ZRE T 570 O EH
IREEHEL LCO UDI D ATREMEZ @0 5 2 LIZKWIZHBRL £,

10.1 Regulatory Authority
101 HHHEF

To avoid each regulatory authority implementing and managing local UDI systems differently, the
participating IMDRF regulatory authorities have developed the details and specifications outlined in
this document to harmonize their unique device identification system requirements, and increase global
consistency of implementation.

BB RS HI D UDL v A7 A&l x OFIETEN - FH 5 2 L 2RET 5720,
IMDRF (2213 2458l 4 /25, £ E ORI AT L OB 2 s, #
FEIZ 7z > TOMRA e —EMEEZ @D D7D, RLEIZB W TR & OB E 2 3R E
LTWET,

The regulatory authorities that establish a UDI system are responsible for establishing a standardized
UDI system to meet local regulatory requirements and to develop and maintain a local publicly
available UDID that is capable of linking, to the extent possible, to other regulatory authority UDIDs.
It is recognized that local specificities and regulations could impact certain aspects of UDI
implementation.

UDI ¥ A7 AZMNLS DHEIYS R, & s o U E AR 25 72 9772 IRk S 4172 UDI
VAT LNEHESL L, AIREZRBR D oY R UDID L RHEFIT A Z ENTE D, Z0OH
W CARICHIH FIEEZ: UDID % BA%E LHEFF T2 E{L A BV E T, MU DRk Mo 23
UDI 3 A ORI 2 % KIE T A REMED G ik S CunvET,

Regulatory authorities have the following key oversight roles:

HHI S RCIEL T OERELREEOHRE N DY £,

e accrediting issuing agencies/entities and overseeing their operations to an extent which may
vary depending on each regulatory authority;

o FATHERI/HUAZZEE L. TORERB/IHKEOES 2 —EDOHHTHEET L2 L (%
Fifi 2 R CZ OFPHITR R D iR & D)

e issuing operational guidance and specifications;

o EMAAX LA - HIRFLRITTLL

e laying down and enforcing obligations for manufacturers in relation to the UDI system in a
particular jurisdiction;

o FPEDEEEXIICIIT D, BEHEF I LT UDL v AT ACBE L2 BB OBUE %
TERR L. Ehid 5 Z &
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e to promote further medical device identification in the supply chain and clinical environment
by setting expectations for importers, distributors, retail pharmacies and healthcare providers
to facilitate uptake of the UDI system.

o WMAZER, WAL, NIEER KR OERUEFE ~ UDI > AT L OEAfEEDHFEK
WEAHRETDHZLICKY, YT T4 F =— 2 K ORBIGIZB T D EREZS O
RV WOz HEET D Z L,

Additionally, the regulatory authorities have shared responsibility with accredited issuing
agencies/entities, manufacturers, and standards development organizations to strengthen the UDI as a
global standard by committing to ongoing harmonization of UDID data elements, and development of
common vocabularies and exchange standards used in UDI implementation.

I BT, BB FEIE, UDI 7 —XHAE ke iiciifi st 5 2 &, 8L UDI O3
kofﬁ%éhéh DFEFER L OT — ¥ L HILEDBRF I = \ykfé_k_ib\ﬁ
TEFRATHBI/FA, BUEEE . o L OEMERAAAR & UDI # [EREHE L L Tk 2 E5{T%
HAELTWET,

10.2 Manufacturer
10.2 BUEEE

The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) states: “The medical
device manufacturer should create and maintain globally unique UDIs on his medical

devices.
Cl\ IMDRF UDI 4 A % > A(IMDRF/WG UDI/N7Final:2013){Z 1%, [k as ik 2
Flx, BOEREESRICHAMICES O UDIZ%E L, #2081 H 5
LRI TTVET,

To that purpose, manufacturers shall also keep UDI related information in their documentation in
accordance with jurisdictions ‘regulations.

ZORNOTOIC, FUERF T E, BEEXEo THA (29> T, UDI BEF# % CE
B L THREFL 22T NIE D S8 A,

Manufacturers are responsible for understanding both regulatory and issuing agency/entity
requirements or standards to accurately assign and place the UDI in human readable and AIDC format
on the label or on the device itself and on all higher levels of device package level hierarchy. Based on
a contract with a manufacturer, a third party may place the UDI carrier on the label or on the device
itself and on all higher levels of the device package level hierarchy on behalf of the manufacturer.
However, under that scenario, the manufacturer is ultimately held responsible for the conformity of
the UDI carrier'®.
ROEFEA L, B2 R L ORITIRB/ A D SR B EZ B L, 7~ i3
K% BLOZENLY B L~ O A OREIE 9~ TIZ UDI 2 IEfEICRE L, B
RESLF L& AIDC 74—~ v N CRRTLHEMLAZAVE T, WIE¥EST L OZNR S H561%

18 1t should be noted that certain jurisdictions might consider those third-parties as legally responsible for placing the UDI
carrier on the label or on the device itself and on all higher levels of device packaging.
FrE DEEEXITIZ. Zhb O)“'JL R/S8—=F =2 UDI ¥ % U T % 7-UICHAT 5 2 & EidaA
KB I UEY BV~ OBEREEET N TIZ UDL v U 7 292 2 L ITEMEEN S 5 & BT 56
WD EITHETRETT,
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MEEHICRbD > TH— R R—=F =N, TUVERITEEARK, BIXOERO@E LN
VB D B L ~Ld XTI UDI % VT ORREITH ZENAFETT, LrL., D3
BICBNTH ., RKIICITREEZEN UDIF v U 7 BomEatEIcETL2a VW E1,

Manufacturers are also responsible for the initial submission and updates to the information in the
UDID. While manufacturers should also be allowed to engage with third parties who provide services
to submit UDI data to the UDID, the manufacturer is however ultimately held responsible for the
information submitted .

F7o, ®EEA T, UDID OFHROFIEHE I K OEHIC b BEELAVWET, REEEIT,
UDI 7 —# % UDID (22 59— A& RHT 5% — F—7 4 —L ORELRD BN
TWETH, #HEINZERICOWVTHREMIZEERZA - OITRLEEE T 19,

For further information on submission of information to UDID by a third-party

submitter, see Section 8.3.
Y= F/"—=F 4 —IC L% UDID ~DIFHMOEEITE T 25 LWFIRIZHOWT
1L, B3 83 L T EIN,

10.2.1 Own brand or private labelers
1021 BT IV FIRT—=H LB TTAR—FTRT—

Own-brand/private labelers shall be meant as companies/individuals, other than the original
manufacturers of a device that make available on the market that device under their own brand name.

HtE7 7 RI7 T A4 X=X T—=Lid a0 TORERE U T, TolEz2 B0
77 FA TR L TWAOIEEMAZERLET,

The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) indicates that own
brand/private labelers assume all manufacturers' obligations, related to the UDI system,
including obligations to place the UDI carrier on the label and to submit UDI information

to the UDID.

Cl\ IMDRF UDI 7 A 4 > A(IMDRF/WG UDI/N7Final:2013)I21%, HfL7 7 > K/
FTANR—= K T_XT—|X, UDIFx U7 %27~YULIZFE/RxL, UDIfE#H % UDID (Z
T 28GE A G, UDI VAT ACEHET 22 TCORERERELA S, &
IRENTOVET,

However, when a company/individual that makes available on the market a device under its own brand
name enters into an agreement with the original manufacturer of the device and the original
manufacturer is identified as such on the label, all relevant manufacturers ‘responsibilities for that
device remain with the original manufacturer including all UDI related responsibilities.

LxL7en s, BHEDOT T v R4 THE 2 5 ICHE S ETO D EEME AN, a0
TDELEREHR LR LR L, tOMEEREEZ T~V ETEOLIITRET L L OICLT

19" 1t should be noted that certain jurisdictions might consider those third-parties as legally responsible for submission of
data to the UDI database
FrEDEFEXIRTIE, ZN6DH— RR—7F 1 —% UDl 7 —F X—A~D7 —Z ORRHIIENEER & 5
EHBRTHEND L LICHETRETT,
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WD E . BEY D AR O L CROESREE A O ~E /EMEE, UDI BEO2RED
BOT, TORGEERED L L1250 £,

10.3 Issuing Agency/Entity
10.3 FEATHEEE/EIA

The IMDRF UDI Guidance (IMDRF/WG UDI/N7Final:2013) document states that
“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.”

Q IMDRF UDI 7 A 4 > A(IMDRF/WG UDI/N7Final:2013){Z{%, [GS1, HIBCC,
ICCBBA 72 E O AR Al TEM SN TWD, BHEMIZZ T AL
ISO/IEC =1 —7 o > JHEYEIT UDI OB A 72 L TR Y | REHEAIT LD A
T LT L0 E@®IRT 52 RSN ET, ThH0/MMkIE, AbD=a—
T AT VAT AOWMR R — BT O REEALET, | LRHESh
TWVWET,

The main task of these agencies/entities is to operate a system to be used by the manufacturers for
assignment of the UDIs to their devices.

D OMBE/EIRD T 70 2E451T, BLEEZ N H O OKEHZ UDI 2% ET 57D 35
VAT AEEETHILETT,

Issuing agencies/entities are responsible for defining the UDI as a trade item standard. Regulatory
requirements take precedence over issuing agency/entity requirements.

FEATREBA/HIARIL, UDI Zpiidh DARHERR & L CTERT 2 EEEZAVET, Bl 24T
ITHEB/HE DB L ) bR SN ET,

If the issuing agency/entity intends to update their standards or specifications that have an impact on
the UDI system, they are expected to submit a request for authorization to the relevant regulatory
authorities. Given the global nature of those standards or specifications, it is recommended that IMDRF
regulatory authorities consult each other and the relevant stakeholders (e.g. industry) about the impact
of those changes.

%ﬁ%%l%ﬁ UDI VAT AR Z RIEFT TN O OEEE - 1M EEZEFL LY &
H8%E. FnlE, BET2HGI Y RICRAIOEF 2N T Z eI NET., 2
5 OFERECAH AR DO R A 72 E 2 E[E 3 5 & . IMDRF OMHIS L, 2L D F O
IZDOWTHIAND, FBhET 2RI EBREWGIZITEN EWiET 2 2 ERHER S ET,

Issuing agencies/entities shall develop initiatives and tools to educate manufacturers on the appropriate
use and implementation of the agencies’/entities’ systems for the issuance of UDIs. This includes
training and development of educational material.

FATHEBA/HARIZ, UDI OFEIT D 72 OEBA/HEA D v A7 Lot 7aff i & Sl > Tl
EEEEHETHEODA =TT T — A LT IERY A, 2T
ELHEEROBREN G ENE T,

Conditions for designation of agencies/entities shall include that:

BEE/MEDFRERMFITIZ, U T 2B b0 L LET,

21 March 2019 Page 37 of 94



IMDRF/UDI WG/N48 FINAL: 2019

the agency/entity operates a system for the issuance of UDIs which conforms to the relevant
international standards;

FERE/FHAR L, B 2 [EEIEEIC#E AT 2 UDIRITDT- DDV AT AEEETH 2
L

the agency/entity undertakes to operate its system for the assignment of UDIs for a period
which should be no less than 3 years to minimize possible disruptions;

FERE/ARIL, 1RELO AIREME 2 f/ MRICHN 2 D 7212, 3L Eo W, UDI ©E| v
WTDEDIZFDYV AT LA EHT AL

the agency/entity undertakes to make available to the relevant national authorities, upon request,
any information concerning its system for the assignment of UDIs.

BERA/HIRIT, BEEITIG U T, UDI OEY S 257 AT A 52 RBE 4 5 EN Y R
(R 5 2 &,

Regulatory authorities may opt for setting additional agencies/entities' responsibilities. In this case,
those authorities might consider establishing agreements with the issuing agencies/entities, upon their
designation, under which these entities would be required:

SIS RS, BEBVIRROEM O FE R RIET 5 = & &S 5 2 L BT ET, ZOBA,
ML, BT RO IREIC S T FROBERICESE | MRk & ORI OF
RS 2 LR TEET,

to make available to regulators their tools that validate that the UDI-DI is meeting the issuing
agency/entity’s specification for a valid UDI-DI;

HHIY okt U, %249 % UDI-DI 288 %h 72 UDI-DI & U T34 7% BE/ IR D A 1:kE % 1
FLTWAZ L A2HERTAT-DOY— L ERATXALHICTAHZ L

to work in cooperation with regulators and manufacturers to avoid problems listed below and
correct, if needed:

R4 oG e e U, LNICZET S AR L, HEIDS U TRIET S
EEN 21T D 2 &,

1. deficiencies in UDI creation (e.g. tests for validity, uniqueness, check digit)
1. UDITERCODO A (Z4tEfEsd, — B, F=v 7 7Yy hOT A R Y)

2. deficiencies in UDI placement and use (e.g. print quality, scannability, types of UDI
carriers, surface and substrate impact);

2. UDIDRELE EEAOANE (Bl iX, HRlOME, 2FxF U7 ¢, UDIF v U
T O, RECIEM D)

to have procedures in place to take necessary follow-up actions up to and including restricting

the use of the company prefix or prefixes for UDI purposes. The issuing agency/entity will

provide timely notification to the regulators whenever they become aware of repeated and/or

deliberate misuse of the Issuing agency/entity’s UDI requirements and have restricted the use
of the appropriate company prefix related to UDI;

UDI HTOREEEa— LTV 7 4 v 7 ZAOERERIRT 52 & 25T, HLEk
7jm—7y7ﬁ%%%uék@®$@%ﬂ75:&0%ﬁ%%ﬂ%@\mngﬁ

B0R LEITENAREAICR O &, UDLICEE T 5 Y% ¥Es o — RO
%?:ﬁ%'JBE L7 AIIn-o T, @RISR /@452 &
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e to maintain a maximum level of stability regarding their requirements for data formats on UDI-
DI and UDI-PI and their encoding in an AIDC;

e UDI-DIBIXONUDI-PLIZRET AT —H¥ 74—~ FBIWAIDCIZBITHZFNLHD
T a— RIZBET 2 ERFHEICOWTRK LIV OZEMEE iR 52 &

e to involve regulators when planning additions or changes to their specifications, particularly
when those specifications have an impact on the construct of a UDI and the way it is captured;

o MAROBIMIUIZE R ZFHHET DER, FriZ T b DOfALDS UDI OB E K O 43
ED XA BN DN ELE KFTIHEITE, Bl RzERsEs2 &
e to have the relevant global standards implemented consistently across their regional members;

o BT D EFMEIENHIIA > N—2KT-HLTHEASNL L OICTDH I

e to continuously supply to regulators educational materials, application forms, and access to
other materials the issuing agency/entity provides for its members;

o MY B~k BB E R, HiEHAMROIRAL L | FBITHEB/FAD X R —12H;
e B DOER~DT 7B AT H 2 b

It is recommended that regulatory authorities duly consider the impact of their agreements on global
harmonization.

Bl ERICiE, 26O ES R BL ORI LT T8 2 58T 0 2 LR S
nEd,

10.4 Expectations from stakeholders related to UDI
10.4 UDIIZBE¥ 2 FIFEBIRE ~DHIFF

10.4.1 Distributors and importers

10.4.1 VEEE LAEE

Distributors and importers are expected to control that, where applicable, a UDI has been assigned to
devices they receive, prior to further making the device available.

FOB¥EH LAEE T, ZAT2HE1E. BRE AT T OENC, 2T RS H#EIZ UDI 5%
DETHENTWLINEERT L Z enlifFsnEd,

Distributors and importers should assure that UDI related information is included in their
documentation in accordance with jurisdictions ‘regulations. National regulators may consider legal
or regulatory measures required for this purpose.

TR S AER 1L, BEEXIR o THH ) (296> 7= UDI B2 SCEPICHEEICE F
NHEDIZTHIVLENRDY 7, FEOHGAYFEIT. ZOBNDOTOIZHLERIERE E XX
Hill EOEELEZRFT 22 EnTEET,

10.4.2 Healthcare providers and retail pharmacies

104.2 ERREEEL/IGEER

Regulatory authorities might require that healthcare providers and retail pharmacies assure that all
device records they maintain include the UDI as an essential component to allow traceability of devices.

HERYRIE, FL—VE YT 4 ZAREICT A0 DONEEFR L LT, ERIEEE L/
JRICxt LT, BT 5T R TCOMEESEIC UDI DMEEICEENTWA Z L 2 RiF+ 52 L
RESRTHZEMTEET,
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Healthcare providers and retail pharmacies can play a crucial role in understanding and promoting the
value of UDI as well as signalling lack of compliance related to UDI requirements, as they receive and
use most of the medical devices available on the market.

FERPEFE B L OVNEREIL, THICiE T 2 EREGRDIFEAEEZ TRV ERT5 2
E D UDI OfE DO PR & ARHEIC N 2 T, UDI E:IZ B L 72 85F R R Th DRI D5
P LT CHELRKREZ R -TZEnTEET,

National regulators should consider legal or regulatory measures required for this purpose.
FEOBHY I, T O HBYDOTZDIZ L ERTEE ESOIMIH EORTE 2 i+ 2 HLEZN D
D E9,

10.4.3 Other stakeholders
1043 fHLOF|EEFRE

Providing specific fields for the UDI-DI and UDI-PI and key fields in UDIDs allows for the capture
of structured standardized data.

UDI-DI B L OVUDI-PI D ED 7 4 —/L K& UDID ODF—7 4 —)L Raefifkd 252 L T, #
B S, LS T — X OB N ATREIC R D £77,

Regulatory reviewers, epidemiologists, clinical researchers and members of professional societies rely
on clinical trial and real world data sources (electronic health records, registries, reimbursement data,
and medical device registries) to evaluate the patient and device safety.

Bl v e a—7 EEE, BIRIES . BEMFEROA =L, BB I UOEGOR 2N
il o 7201, BRRRER & BERKOT —% Y —RA(@E T HVT, Bk, BET—Z. B
FOERESRL A M DEMAL TWET,

Currently, the device identification information collected in clinical care and device registries is not
structured or standardized. Often, it is captured in text fields and narrative that cannot easily be used
for device evaluation.

BAE, BRI 7 CHEES L U A P VIR W CTIEE S 7Rk s L, MEbah TR b
TAEREL SN TWER A, ZO70, LIZLIE., BEREHIICAES IR T 20T
ARNT 44— )V RO TI AN TWET,

Integrating UDI into device evaluation methodologies likewise improves the accuracy of clinical and
research data. Researchers will easily see the value of the UDI to improve the quality of research data.

R DOFI 7352 UDI 2fAaT 52 L1k V., BERBXOWET — % OREEN B L £9,
e 1%, s — 2 0E %M LS8 57260 UDI OffEIZ T ICZ N TL X 9,

Both device industry and regulatory authorities should encourage interdisciplinary participation within
their own organizations between those who design and maintain UDIDs and those who are internal
users of this data in order to provide value to their internal customers and support UDI adoption within
their own organizations.

PEERSET LMY R o WT7 1%, UDID 2kt LR 585 & 207 =2 OREFHETH S
HEDORMITIZo T, HMMA THEENRSIMEEHT 5 0E R HY £T, TOZ LB W
R 2RI L, B OMBATO UDISRHZ R T 5 Z L2220 0 £77,

10.4.4 International standards and terminology development organizations

10.4.4 [EFHELRE - FFERERBAHS
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Standards and terminology development organizations are crucial to global harmonization in the UDI
field, as they set detailed technical specifications on aspects such as UDI allocation rules, structure and
placement of UDI carrier, and relevant data exchange. Examples of international standards and
terminology developments are the Issuing agencies/entities, the International Organization for
Standardization (ISO), the International Electro Technical Commission (IEC), the Advancing
Identification Matters (AIM), the Logical Observation Identifiers Names and Codes (LOINC), the
Systematized Nomenclature of Medicine -- Clinical Terms (SNOMED) and the Health Level Seven
International (HL7).

PR & FHREBR S #AAkIZ, UDI & E/L—/ b, UDI v U 7 ORE L E, BEd 55
— 52T EORENZ SW TR 2R BN AR 23R E L T\ D Z &b, UDI #IZEBIT %
AT & > T TEHZETY, EFEES LOHGEOREOH & L TIE, FBITHE/
MR, [EBEEE LR (SO), ERRESIEESFR(EC), Advancing Identification Matters(AIM),
Logical Observation Identifiers Names and Codes(LOINC), [EF%[E# H 5545 (SNOMED)F L Of
Health Level Seven International(HL7)2 % ¥ £ 79,

Regulators, manufacturers and healthcare providers, who plan to adopt and implement a UDI system,
are recommended to actively engage with those organizations.

UDI A7 A% L, FEiT A EZE > CTOAHIEY G, BEEEL I OEEEHEE
X, 2D OREAR & FEMRIICE D D Z LR HER AN E T,

11.0 General Considerations to facilitate an effective UDI Implementation

11.0 ZhRAY7: UDIEAZRET 5 72D D —iRA)E EHIE

11.1 Transitional period

11.1 BITHIR

The considerations listed in the IMDRF UDI Guidance (IMDRF/UDI
WG/N7Final:2013) include a risk-based approach to UDI implementation and the “need
for all supply chain stakeholders to have sufficient time to prepare their systems, process

and staff, for the proper use of the UDI systems.”
IMDRF UDI 7% A # > A(IMDRF/UDI WG/N7Final:2013)(Z fa S 41TV D et &

THIZIX, UDIEAIZKT DY AT R_R—2 7 Fa—F & [UDI ¥ AT LOEIEM
HOFEDIZE, TR TOVFI7A4F=2—VBREN AT A, FatbAR, AX
v 7 T D DIl A2 FONERH L] T EREENLTVET,

The following is an example of an effective implementation schedule of a UDI system that regulatory
authorities could consider:

HH Y RN BB T & UDI VAT LAORNRI 7RI/ A 7 Y 2 — O % L M IR LET:

e Initial implementation period in jurisdictions should begin no less than two years from the
publishing of the UDI system requirements for the highest risk devices, followed by 2 year
incremental implementations (at minimum) for each risk category of medical devices.

o EEEXIRICEHIT HRMOEMMBEHIL, &b U AT OFEWIEERICKTT D UDI & AT A
FHEDRNRNG 2L, LRl L7 RICHIG L, BFERESROR Y A7 BT 2 U —I2x%f
L TEIETHRET L ORI E T & Th S,

e Direct Marking timelines should provide an additional minimal two years for implementation
at each risk level.
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o XAL Y h~—FL T DAY a— T, KV A7 L-YULTOERICHEEK 2 200
ZDHWVEND D,

Regulators shall ensure that relevant technical specifications are adopted and published. In particular,
technical specification for UDI data elements and for data exchange protocols should be available well
ahead of the date of application of the relevant National UDI requirements.

R R %@Té&ﬁﬁ%ﬁﬁ%éh NFRINTWDZ EEERIELRTIERY F
A, BT, UDI T—XHB KO T—ZZ#7 0 b a— L oOHEEET, BET 5 EWN
UDI ZE{EomAH X0 HIZ 2R LS FAHRRETRITIUER D A,

When setting the timelines for adoption of those specifications, regulators shall consult the relevant
stakeholders.

IS RIE, ShoOFEERHOR 7 ¥ a— v E2RET DI, BRI 2F)FRBRE &
kT 2bD L LET,

11.2 UDI implementation arrangements

11.2 UDIZEADELY P

The following implementation arrangements should be considered by regulators for a successful UDI
implementation:

UDI DA Z ) SE 572012l Bl R23 LT O S Al 2 a4~ & T
e Public forums for UDI system education and public comment on the UDI system
e UDIVAT LHEDIEDDONMTZ +—F 5L UDL VAT LT H37 ) w7 a
> b

e Engagement with national medical device trade and healthcare professional associations

o [EINEREEN - ERIEHEEH= L OMDY

e UDI system conferences to allow industry stakeholders to learn and help educate on UDI
implementation

o EROFIFRRED UDIDFEMIZHOWTHED, HEEIMTDHZ L2 AREICT 5720
DUDI Y AT LH T 7 LA

e Help Desk service to assist industry with implementation questions

o HAIZHIo> TOEMIZKHTDH~NTT AT H—E R

e Guidance documents to address issues or challenges that arise

o EUTMEELITHEICKLT DD HA X 2 ALE

e Process for manufacturers to apply for exceptions and/or alternative methods for marking a
UDI or in relation to other UDI related aspects

o HLEZEF )N UDI RRCZ Othod UDI Bh#EFHIRIZ B3 2 B ORBE FiE 2 HEE T 5 7=
DO at A

e UDID data submission training and education webinars
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e UDID 7 —##Hilll L OEHEY = £ —

e UDID user group sessions to obtain feedback from both UDID submitters and UDID users
e UDID ~®O#EHi#H & UDID 2 —H =DM N6 7 4 — Ry 7 2 BFT 57200
UDID =+ —H#— 27 —TF kv g

e Promoting a better understanding of UDI user requirements by forming regional UDI expert
clinical and supply chain groups or learning communities to identify and specify best practices
for UDI implementation that can be shared globally

o [HEEMIZHATED UDI BEADEZDDRANT T 7T 4 A% e L, HilT 5720
O, EHND UDI HMHE « BBRE - Y774 F=— DI N—T0FEaIa =71
DIERZR 12 &% UDIHMAEZED KL R PER{EE

12.0 Special cases
12.0  HpBR/2 ]

This Section intends to complement or, where necessary, clarify some of the requirements set in
Section 10 of the IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013), based on learning
experience with certain specific device types in the course of the last few years.

IOk 7 va ik, BEFFEBORE OB X A 7 ORERIZE-S\V T, IMDRF UDI 7 A 4
> Z(IMDRF/UDI WG/N7Final:2013)D¥& 7 2 3 > 10 TRE SNT-EO—E A2z d 50
I, RIS U THBEICT 22 82 HME LTVET,

12.1 Implantable devices
12.1 FEAB RIS

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) indicates that:
"Implantable devices should follow the rules listed below:

IMDRF UDI Guidance(IMDRF/UDI WG/N7Final:2013) ClZ,  [HiA 7 B ekl o
I DLFICEF SBANCHE S | LR TWET:

1. All unit packs of implantable devices (lowest level of packaging) need to be
identified/AIDC marked with an UDI (UDI-DI + UDI-PI);

1. T DREIA ST [ JEIS 2 D A 048 (B /NEd 22 BAT) 13 UDI(UDI-DI+UDI-
PI) Tikhl/AIDC Hor STV 5 Z &

2. UDI-PI should have the following characteristics:

2. UDI-PLIZLLFZA LTS Z &

a. serial number for active implantable devices,
a. REEN R DREIA AT BEFRFE AR (26 LTy U 77L& 55
b. serial number for other implantable devices or lot number according to

the manufacturer's quality management system;

b. Z DM DORGALRIEFHERRIR L TIE, 2 U 7S £ 1388

HEHEDNWEER Y AT Mo a vy N
3. The UDI of the implantable device must be identifiable prior to implantation.”
3. MAZRRIERE O UDLIZ, HHAZRNCHFE TS 2 ide by,
In relation to those requirements, some additional considerations can be made:

INHDOEMHICEEL T, WS OPDFHENBMTEREINDIHENRH Y 77,
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e Implantable devices are generally not required to have a UDI carrier on the device itself (direct
marking);

o FHIALTIERMESSIL, —fRIC, BESRAMKIZUDIX ¥ U 7T 2R TTHHF ALY hv—
X BT 7R

e The rationale of requirements in 3. ("The UDI of the implantable device must be identifiable
prior to implantation") is to minimise the risks of misidentification of the implanted device;

o 3. ( MEAARERELS O UDIIE, MIAZANIAE CE 2TT R bR, 1) @
A ORAUT, FHIALTE SR ORI O U 27 2 H/NRICTH 2 & TH D

e [t shall be ensured that the UDI can be scanned prior to implantation and linked to any
electronic system, this implying that an AIDC is present.

o HEIALEINZ UDI ZAF ¥ o T&, EFVAT AV I THIELNRTEDZ L&k
RESNARTFIUTR S 7R0A, ZHUT AIDC BMFET HZ L2 EKRL TS,

12.2 Reusable devices
12.2 B TREEREESS

The IMDRF UDI Guidance (IMDRF/WG/N7Final:2013) states: “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.”

Q IMDRF UDI # A 4 > A(IMDRF/WG/N7Final:2013) Ci%, RO L 5 IZi X HT

WET o T TRE AR RS AR 1T, BRERAIRIZ UDI v U 7R sn T
WHMENRH Y £, BEIMEHT L2 ZLICHURELEL T 5, TR
IREFEA O UDI % v U 7d, M om ESKZ @ CTEARN T, FRLEy
A 7 NVARBBAIY FIRER b O TRITNIT Y XA, BHEREAIT, O
FCONT, YA X THA 0 MR LB, F7EMREOMEICE Y. Zh
PARARE, FEIIRAES RV ATREND H D LI T 2560 H 0 £7, |

The determination of whether a device is reusable or not is to be made by the manufacturer. That
determination should be reflected in the instructions of use, together with any relevant appropriate
information on appropriate processes for allowing reuse.

PR 2N FRAE I ATRE NS 2 DL, BROESEE T O T &2 £9, TOWREIE, FHiH
ZFEICT 272007 vt AT 5 & 6w 5 BEEE & i R E IS Rk
TOMENRDHY £,

BEAREREERS LY A LY b~—F U ZIZHET 25 LUWVERIZHOWT

@ For further information on reusable devices and direct marking, see Section 6.5.1.
I, 651 HEZZRML TSV,

12.3 Non-IVD Kits
123 JEIVD % v b
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The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that "The
manufacturer of the Kit is responsible for identifying the Kit with a UDI including both

UDI-DI and UDI-PL."

Q IMDRF UDI 4 A # > A(IMDRF/UDI WG/N7Final:2013){21%, [ v b ofiliksg
%1%, UDI-DI }x O UDI-PI Dfi /5 & & ¢ UDI TX v b & T 2 BENH 5
R SN TWET,

12.3.1 Placement of UDI carrier on the medical device contents of Kits

1231 Fv FROEE#EI~D UDI X% U 7 OXRR

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that "Medical
device contents of Kits should have a UDI Carrier on their packaging or on the device

itself™.

Q IMDRF UDI 4 A 4% > A(IMDRF/UDI WG/N7Final:2013)i21%. % v FORNEY
ThLHEREHFICIT., ZO0EEE TS AIRIZ UDL v U T RRRINT
WRITHUEZR B2 RSN TOWET,

Where applicable and practicable, the UDI of the medical device contents of kits should be readable
and scannable from the outside of the kit. In this context, it should be noted that there are situations
where the presence of multiple bar code could lead to confusion scanning and the ability to read and
scan the UDI of the contents of the kit from the outside of the kit does not provide any value or benefit
to users.

UL, DOFITAEERGA. v NONEYTH D IERMEED UDI (% v FOAN B
LBEAHZENTE, AFX YU TEAMERHY £, ZHICEEL T, #H N N—a— |
DIFEN AT v  OIRELIC D72 MM B A[REMERH VD . v FORNFEY D UDI 2% v kDA
MOFAR S TAF Y TH5ZENTETH, FIHFITMOMESCHEEZ S 725 S 720k
NbHDHZEICHETAIMNERDD 7,

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) indicates the following
exemption to the requirement whereby medical device contents of Kits should have a
UDI Carrier on their packaging or on the device itself:

IMDRF UDI J A 4 > A(IMDRF/UDI WG/N7Final:2013)I%, % v FNOWNEH TH
2 BRI, T O ETTIIEES AR UDI v U 7 BRRSA TV
FHER S0 BT LT, UFOREREZ R L TWET,

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.

a. v A2 OHEREIFERT ¢ AR —F T IVEFEKZ TH -
T, TORBEN—EMIERAL L LT aFICHMLNTEY, £ b
E L TOEMALUAMZER OFEFIZERK STV 2R DT DN T,
FNHHEHEO UDIF v U TS EE LAV,

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;

Q a. Individual single-use disposable medical devices within a Kit, whose
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Bl WXy PRNOMIEINTWRWRE S Y Ui, v b —
HERY K3 & BE AN THELZHERF TR R D720, BIOMLEIZ I3
TERn

b. 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."

b. WHAMEL~L T, @ UDI v U 7T OERNBREINTND
EPEREZRICIE, v PNICEIIES NS HETEH, UDIS Y U 7 2 FKRT
5%‘g&ifcﬁb\o

For the example provided under b), it must be noted that this does not apply to devices that are being
broken down from bulk packaging for use in a kit when the bulk package manufacturer intends them
to remain in the bulk packaging until the point of use.

by TRINHHIL, Bl2IX, Sy aEREEEEDMERARFE TV UEOEE LV E
K OMEEED A X MIERT A 7D 7 @3NS E Y I - 480 3E@ A S
NI LIZHEE LTI F8 A,

Appendix G provides useful example of UDI assignment for non-IVD kits in relation to

issues explored under Sections 12.3.1 and 12.3.2.
fHEE GIiX, BZ v a v 1231 8L 1232 THRE L-RHEICBE#E LT, JF
IVD % > h~® UDIREDH 2B 2~ L TOET,

UDID shall capture the UDI-DI of the kit as well as of each medical device in the kit that is marked
with a UDI?°.

UDID (Z1%, %~ F® UDI-DI &, UDIWNFERINZF v FNOLEEKES D UDI-DI % %
LT TR A,

12.3.2 Exemption for non-IVD Kits
1232 FEIVD ¥ v MIBIT %R

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that
"Orthopedic procedure trays whose contents are configured for a specific order are

exempted from this UDI requirement‘2!.

IMDRF UDI 7 A 4 > A(IMDRF/UDI WG/N7Final:2013)IZ1%, TN R T
MR SN DEIBALE R LA 1, UDI EHE ORI SN ET ) LRl T E
‘j‘ 210

Figure 5 represents an example of this kind of orthopedic procedure tray. These trays are often
delivered to a hospital in a stainless-steel box, then stored and sterilized by the hospital for use in a

20 This does not imply a requirement for the UDID to link the UDI-DI of the kit with the UDI-DI of each medical device
in the kit that is marked with a UDI.
ZiuX, UDID 8% » k@ UDI-DI & UDI ##/R L7=% v hINO K EFEE O UDLDI #5001 5 2 & %
FRTHZEEZERTHLOTIEDY £HA,

21 Jurisdictions may differ in relation to the qualification of these trays as medical devices.

INHD LA OERERE L TOBISHICOWTIE, BERKIIC > TRARS 2 ENHY 1,
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procedure. After the procedure, the hospital will normally replace used parts and re-sterilize the box
with its original and replaced contents.

50%. ZOREOEAEHLE LA OB ERLEST, 26D ML AIX, LIXLIEAT
vaiié@%ﬁG:lh%hfflﬁ"%i‘ofml?’ﬁ WL CREH 9 2 72 IR BT TR S 4, ‘7&52
BN ET, ER., FRITEE., FEHEAOTMERE L, KB LM E — I
ANTHEE LET,

Figure 5: Example of orthopedic trays used in trauma and spine surgeries

X5 S« BHEFHTIZHH ) 641 5 ZIEFL | Lo DB

It is important to note that these trays are made up of registered and approved medical devices,
including instruments and/or implants, in their own right, and are distributed together in non-sterile
metal containers strictly for healthcare provider convenience, the convenience of sterilization
processing and to accommodate set replenishment in the field or the hospital. The medical devices
included in the trays shall be identified individually and are subject to UDI rules at the individual level.
The original exemption provided by the IMDRF Guidance (IMDRF/UDI WG/N7Final:2013) does not
address the needs of clinical users and patients for identifying the devices in those trays.

IO RLAIE, WEAERA T T MR, BRI IAR SN ERES THK S L
THY ., ERMUEFEEOFEME, WELBOFEME, B TH 2 WIIHt Tot v MiiFEIC
HIGT D702, HFMABBERICEZ oD VEOLIEITND Z LIIHEET D Z L NEKE
T9, FLAI é. F D EFEAIE 2 R S O LERH Y Hx DL~ T UDI B
HIDxtG & 720 £,

IMDRF # A # > A(IMDRF/UDI WG/N7Final:2013){Z & - THIE STV 5 Y- DRI
ZDOX D7 b LA NOEER DA wT%fT®@%%%iU*%@”~X_ﬁELT
WEH A,

12.4 TVD Kits
124 IVD ¥ v b

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that: "The
manufacturer of the IVD Kit is responsible for identifying it with a UDI including both

UDI-DI and UDI-PI"

Q IMDRF UDI % A 4 > A(IMDRF/UDI WG/N7Final:2013){Z/%, [IVD % v ~ OH
1E¥# %, UDI-DI & UDI-PI O 5% & Te UDI T v b &bl 28\ IENH
5] LR INTNET,
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12.4.1 Medical device contents of IVD Kits
12.4.1 IVD ¥ v FANDER#

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that:

IMDRF UDI 7 A % > A(IMDRF/UDI WG/N7Final:2013)(Z1%, LA F D X 5 IZF0HL
SNTWET,

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

1. IVD v s ORNEY Th D IERRELRIZIE. Z O F -3 AR
UDIF v U 7 NER I TORIT UL 720,

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;

a. IVD % v MIERELS & S, ATA F o 20 TOMESR
R EIUCHA S5, VD F v MCEERHEE & /e SN DR E
ENTWZRWEA, UDLIEF v FEED UDIOAZTH S

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

UDI;

Q b. HEMEINZ AT ATHASNAREICE, ABILS R
T L X DBV EB X UORRNC LB RN —a— RRDON TN D, T
[FUDIZAERL S 2 & D Tidew
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;

c. IVD ¥ v FAICHIE S 4TV S % o BRI FH o R T d -
T, TOMBEN—HRINAET L LD &T5FICmMbNTEY, IVD F v
~ & LTOEMAESMIEB OEFITER S TH2RWDE DIZDW T,
ZNHHHEO UDIF v U 7348 E L

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."

d. YFAMEL~ULT, BHEUDIF Y Y 7TORRDBREINTWSE
BREERITIE, IVDS v FNIZEIII S LD 5E TH., UDIS v U 7 &2 FoR
Té%\g&ifib\o

In relation to those requirements, some additional considerations can be made:

INHDEMIZEE L T, WS OPOHFEPBEMTERBSNLHERH Y £,

e VD kits contain at least one item which on its own can be considered a medical device;
o IVDF vy MIE, TNAERNERESGLARTLOTE DL —2DMA
WEEND
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e The reader should note that, for 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, they
do need a UDI when distributed as replacement parts for the kit.

o IVD F v MIMRE ST~ O HlalfEHOEEE 2BV T, B B2 E A1
—RENZHOENTWAEATH, TOFy NORZHEERML E LTt I 512X
UDIRMETHLZ LICEETHZ L,

UDID shall capture the UDI-DI of the kit as well as of each medical device in the kit that is marked
with a UDI*.

UDID (Z1%, &% v F® UDI-DI &, UDI NFE/RINTZF v FNOKEREEZ: D UDI-DI % &
FELATIERY THA 2

12.4.2 Placement of UDI on IVD Kkits
124.2 IVD ¥ v F~® UDI E7R

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that: “Placement
of UDI on IVD Kits:
IMDRF UDI 7 A 4 > A(IMDRF/UDI WG/N7Final:2013)IZ{%, IVD ¥ v k~®
UDI DETRIZOW TR Ef# STV E TS
a. The IVD Kit UDI is generally afﬁxed to the outside of the packaging;

C}\ a.  IVDF» hOUDLIZ, —fRANCEEDOIMINIALT S5,
b. The UDI must be readable or in the case of AIDC scan able, whether placed on
the outside of the IVD Kit package or inside a transparent package"

b. UDIZ, IVD & v hOAEDOIMINCF REN T TS, EFHZREEON
NZRAREINTWTH, HFEEIT AIDC DA X ¥ OB A[RETARITIE AR B 72
VY,

Appendix G provides a useful example of a UDI assignment for IVD kits in relation to

issues explored under Sections 12.4.1 and 12.4.2.
TEEGIE. B7 v a v 1241 BXON 1242 THist L7-MEICBI#E LT, IVD

X O UDIEEDA MGl Z <L TWET,

12.5 Configurable medical devices

12.5 1R FIREZ2 RS

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) indicates that: "For
configurable medical device systems the rules listed below should be followed:

C}\ IMDREF UDI % A # > A(IMDRF/UDI WG/N7Final:2013){ 1%, A%k il HE 7 P %

VAT DZONWTIE, LTFICRT A=) RETHh D i snTn
jz‘j—o

1. A UDI is allocated to the entire, configurable medical device system and is called
the System UDI.

22 See footnote 21.
E 21 2L T EE 0,
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1. HERR FTREZR EIRBE AR S AT LK T 120 UDI A&V B THiIL, v R
7 4 UDI &IN5,

2. A 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.

2. VAT AD UDLDI X, 7V —7HNOEMGM T & TiaRd, EZShk
R 7 N —TNCRET Do WERLEL D 7 v — 13 B2/~ D HEHIZ
T D, OO E & L TRERERM DESR L ERIND,

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.

3. VAT LD UDL-PLIEE 4 DY AT DMIRET D, VAT LD R—
FY b VTVAT A TV ERPOEELTH, Y A7 A0 UDI-PI
T2 L7,

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 UDL.

4. AT L UDI OF ¥ U 7%, £ O HERENIC & S R TR ED
RbEWHDICERL, VAT AUDIE LTCH#BIEN 5,

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

5. EREAG E AR ENDBZE A R—FR b BT RT A TIRY
U, BIWidEzidtashizca=y M, Hlx DO UDI 2B & T 5,

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.

6. BIRDTIZOIZ, BEIZRTE S N ERESR~DOEE T O TR R,

Bl RS L 72 D58 23, Bi7=/2 UDI-DI S L 70 5.

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."

7. BERICHGESNIZERESG T IR0 OITRN, £ DERESG O
RE. ZatE. A BOEE Z DR 0GE1E, #7272 UDLDI [ZRETH
Do ZOHRDIZDHOITRIT, BIERE O RICE SO TEE S e i i
72720,

Despite point 3 provides the general rule that the System UDI of a device already placed on the market
or in use shall not be changed if there are later changes to the configuration of this device, it is necessary
to make clear that for specific devices and under specific circumstances it might be necessary to be
able to uniquely identify the changed device configurations in the field.

RA 2 b3 TIEL BECHIRS N TW D U T OMER O > 27 4 UDLIL, %12 Y%
DOHERSICEE RN D ST A THEE LW E W I JFAIZBR L TWE TR, FrE OGRS
FrEDRU T TlE, BESNTEROEREZ DL T—BICHIITE L2 L nE L S
LHGEND D L EREICL TBMLERH Y £7,

If a change of a device in the field would significantly change the safety, performance or the intended
purpose (and these changes are not within the limits of the original configuration), those changed
devices should be identifiable. To make the changed device identifiable a manufacturer should provide
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an upgrade kit?? (which, itself, is considered a medical device) with a correspondent UDI which meets
all UDI requirement (e.g. labelling, publication to UDI database(s), etc.). The UDI of the upgrade kit
together with the original System UDI will be used to identify the changed device.

B OB etk HRESUIEM LA ZE L LS EL580(0 2. ZhbH0k
ERTCOREROFHAAN TILRWEE), T DEE SNICHESRITFERIFTEETH 5 Z LA
ETY, B INEERLZRIFTRRICT 5720l BEREE 1T, 2 To UDLEFRMWT 21X,
FRY 7 UDI T —H RN—=A~DNF72 )iz LT- UDI &4 2 72(F 4V (R0 E %
MEBRIND)T v T 7L —FRFxy h BRI LRTNERY EEAL, Ty T T —FF
Y bOUDI &4 Y TF DY AT A UDI AP LT, ZH LIzl LET,

An alternative would be that a manufacturer might perform this change as new installation (comparable
with a resale of a modified device as described in point 6) the new installed device would need to be
marked with a corresponding new System UDL.

TR DHEE LT, BEEENZOET Z BTt OEAGRA > b 6 IZFEH S
NTWAETR SN EEROFWGE LRV E L TETHIZ ENBZONET, HIEA
ST HEERITII ST D272 AT LA UDI 2R T HA0ERH Y £97,

fTEEH TiE, ZOREDMEIZ OV THHRE ZEEEL THhET,

@ Appendix H provides useful examples on this specific issue.

12.6 Software as a Medical Device
126 EFEHEIERY 7 hu=T

12.6.1 UDI Assignment Criteria
12.6.1 UDIZREEHE

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) indicates that:

IMDRF UDI % 1 4 > A(IMDRF/UDI WG/N7Final:2013)IZ1%, BL T D X 9 (250
ENTWET,

"The UDI should be assigned at the system level of the Software as a Medical Device

(SaMD).
C}\ RIS 7 b7 =7 (SaMD)D UDI (X3 AT A L~ULTEID B T5,
The version number of the SaMD is considered the manufacturing control mechanism
and should be displayed in the UDI-PI.
SaMD D /N—3 g R RS E 5k & A 72 L, UDI-PLICE RS %,
The following change of a SaMD would require a new UDI-DI:
LT SaMD OZE R, #i L\ UDI-DI #4EE & 4 5,

23 An “upgrade kit” (to be distinguished from the term “kit” defined in this document) is a term commonly used in industry
to denote a packaged medical device used to upgrade an installed medical device (after this latter has been sold and first
use or installation is completed). The “upgrade kit” includes all of the components or constituents required for the
medical device upgrade and may also include installation instructions, service manuals and user manuals.

(7771 —RXxy b (KRETEZETD [Fv b EEXBIT2) &k, ERNTROICEHSR
TWHHEETH Y, AT on-ERESRZ WEEH E IR AMTNZET LERID) 7y
L= R 5DIMHINL Ny =V OEREKREERT 5, [Ty 77— R¥y b IZiE, EE
Was DT v 7T L— RICUBERTXTOaA L R—R NOERLPE TN, £, BT PIEE, —
PRw=aT7 b, BIRa—HF—<ma 7 AL EENTVAEESRH S,
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* Major SaMD revisions shall be identified with a new UDI-DI;
- K72 SaMD OEIEIL, B L UDI-DI Tkl S au7g i e 5720,
Major SaMD revisions are meant as complex or significant changes affecting:
Kt 72 SaMD DEIE &%, LUFICREZ JT T M L ITERN AR 2 Bk
2

1) the original performance and effectiveness,

1) AROMERE & 2R

2) the safety or the intended use of the SaMD,

2) SaMD D4k & 72 13 H B #Y

These changes may include new or modified algorithms, database structures, operating
platform, architecture or new user interfaces or new channels for interoperability.

INLOEF I, TR, FRIREESNEZET AT XA, T—HFRX—R
g, A —F 4T Ty N T —Ah, T—X%T 7 FF LV —H
— A =T 2 — A FRIIMHAERAMDOZODOH LT ¥ 2B EEND

The following change of a SaMD would require a new UDI-PI (not a new UDI-DI):
LN SaMD OZH 2, H LW UDI-PIAME L7225 (B L\ UDI-DI Tld7ze
W)

* Minor SaMD revisions shall be identified with a new UDI-PI;

72 SaMD DIEIEIX, #T L\ UDI-PI il S e i iuidze 720

Minor SaMD revisions are generally associated with bug fixes, usability enhancements
(not for safety purpose), security patches or operating efficiency.

B 72 SaMD DIEIEIZ— AU, N OEE, (ZEANTIERY) 2—F—
VT 4ol %2l Ty F EARLICEET 2 DO TH D,

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

BB TR, A=A —FEAOENFTE BFI2E, NS—Yar, Jevayr
Fe, VITNAEGRLE) THEShLbDET 5,

12.6.2 UDI Placement Criteria
12.6.2 UDI R

The IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013) states that:*

IMDRF UDI % 1 # > A(IMDRF/UDI WG/N7Final:2013){Z1%. ELF D X 9 IZFE#;

ENTWET,
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

Q 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.
a. SaMD 73, fz1¥ CD %72i% DVD 72 & O i AR TS
SNLHGE. FAdEL VUL, A TRAEY AIREZREKIL & AIDC
BT UDL 2415 L2 T E R 5720y, SaMD 235 i 2 ¥ HERY
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IR & Z O @I &5 UDLIE, SaMD D v A7 A LU E]
DU THNAT UDI & [F—TRITNIER LR,

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).

b.  UDLE, =2—HF—DRNEHIIT 7 EATE HHEEIZ, AT VT
L=y T XA N7 =~y bTRMIETDS BT, Tabout) 77 A /v
LEBEEICET, RE)

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

c. T U —T 2 — AP SaMD(F 2 IE, R HL D 72
HOI R =T)E, APL Z@ LT UDI #3952 L0 Tairithn
X7 5720,

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 carriers (CDs, DVDs or similar) will not carry
an AIDC.
d. SaMD D& F7 4 A7 LA 121, UDI @ B THEAIY A6/
FOHRMUEERDL, BIZIE, Ama— AT Ty v aRX7 =27
EDE %74%7V4Ti UDI @ AIDC /R ZA7 9 BT a v, s
DI=DIZWER 2% v U 7(CD, DVD F 72 38EB) 2 H LW
SaMD (Zi%, AIDC IZHW 720,
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 UDL."

e. SaMD (2351 % UDI ® B CanAH D AIER 7 4 —~ v M IZ

Y Fa—H%—7 UDI Zihl L, UDI Z/Ek3 5= _k@ﬁﬁﬁﬁ
AENTWBEDNZHWT 5D L 12, GSIDOEEILT 7Y r—
va VBT (A%, HIBC OEIXT 77X % 77 X G BN D
Do

In relation to those requirements, some additional considerations can be made:

INHOEMICEEL T, WSO OFEDPEBINTERBINDILHZEND Y £,

e In relation to point 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 first packaging level of the physical medium should be
identical to the UDI assigned to the system level SaMD. This UDI information — HRI and
AIDC - can be placed in a booklet or inlay that accompanies the physical medium. The physical
medium itself is not a medical device and therefore does not require a separate UDI. The
physical medium may be controlled by its own lot, batch or serial number or by another means
of production control;

o alZfE#E L T, SaMD 2%, iz 1X CD X% DVD 72 & OMFH 2 iR CH G S 55
A, BOELVE, BREGARATEEZRFE S AIDC R L 55%E27: UDI &#F
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SRTHIE R B, WER R EA D — R L ~LIZEH S5 UDI X, SaMD
DY AT HLJLIZE DB THE UDI ER—THHMLENHDH, Z @ UDI El
(MH%iUAin\%ﬁ%ﬁﬁ%uﬁ@?éA/7Vy%iti4/V~;Ah
HZEMNTE D, MBI R R F RIS EERSR CTlEnWew, Bilo UDI 23 E L
R, R R, ERBEROr Y N Ny T U T AEKE IR0 ARE
EHFEIZL - TERTHZENARETH S,

e In relation to point “c”, it shall be noted that middleware might not qualify as medical device
in some jurisdictions;

o CIZEHEL T, —HOFEXE T, I Ny = 7IXEERBRS & R SR WalkE
PR D Z EIRHE L2 uE7e 5720

e In relation to point d), "will not carry" shall be read as "will not be required to", as
manufacturers will always be in a position to opt for those SaMD to carry an AIDC.

o dICEIHE L T, SEEZITHIZ SaMD 12 AIDC 2 FRT A0 A IBIRT AT H 57~
W, [FERLZRW] i T GERD) Rpbohen) EHEABEZDD LD ET D,

Appendix I provides useful example of UDI assignment for software in relation to issues

explored under Sections 12.6.1 and 12.6.2.
fHEE 112X, ﬁﬁ/a/H61%IUH62T@J§ﬂﬁW (ZBAET 5
V7 R =TT A UDIOREICEB T H2HHRBN RSN THNET,

13.0 Emerging issues with UDI which are not specifically covered by this Guide
13.0 AT A R TEERICHEREL TV e UDLICET B3 7= 23

While the application guide provides useful information for the successful implementation of a UDI
system by all stakeholders, Regulatory Authorities should be aware that this guidance does not
specifically cover certain emerging issues with UDI systems, such as:

KT 7V r—var A Nid, $XTOEBAEICELD UDI Y AT ADOFEEERDSED T
OOF MG HRz R LET N, BHIERIE, ATA L ARUTOL S 7, UDL & A7
2ZEAT D REDOMEZ BAERICHEEL TO A2 DIT TR WI LICEET A RNERDH Y £
R

e contact lens attributes

o ILHV L YR|ZEET A HIE

e harmonisation of UDI-DI triggers and assignment of other multiple UDI-DI use cases
e UDI-DI® U A —®FRk& £ DOl #% D UDI-DI D% E F45

e utilization of UDI along the supply chain
o V7T ATF —IZEITDH UDIOFIH

e SaMD deployment and related UDI responsibilities
o SaMD DJERA & BiE$ % UDI D EHAE

e tools and device categorization nomenclature for grouping similar devices

o HMHZ 7 N —TbLT D72 DY — )b LR A TR
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e harmonised structure for information related to data attributes in UDIDs (e.g. clinically
relevant size dimensions by device type

e UDID OF — % BIEICEE T A1EROBASIL I NS (B2, IR0 X A 75
DOEFRIZEE T BV A X - ~FiER L)

e low unit of measures.
o T—ex=v kA7 + X% — (low unit of measure)

e issues related to data quality management in UDIDs and data validation criteria
e UDID OF —% {WEEH L 7 — X OBGELEIZE S 5 M8

21 March 2019 Page 55 of 94



IMDRF/UDI WG/N48 FINAL: 2019

Appendices

21 March 2019 Page 56 of 94



IMDRF/UDI WG/N48 FINAL: 2019

Appendix A: UDI HRI formats to be used for each of the issuing agencies/entities
BREA - ITHBHIE 2 LI S5 UDI HRIZ +—~ v |k

1. GS1 Standards

Issuing . : Human  Readable | Database
Agency/Entity e heat iy Data type Field Size Field Size
. 18 (incl. identifier +
GSl1 (01) DI Numeric data delimiter) 14
GS1 (11 Manufacturing/ | numeric 10 (incl. identifier + 6
Production Date | [YYMMDD] data delimiter)
oL numeric 10 (incl. identifier +
GS1 (17) Expiration Date [YYMMDD] data delimiter) 6
24  (max) (incl.
GS1 (10) Batch/Lot alphanumeric identifier +  data | 20 (max)
Number .
delimiter)
24 (max)  (incl.
GSl1 (21) Serial Number | alphanumeric identifier +  data | 20 (max)
delimiter)
GS1 le]/[lt;.?;lmum Base alphanumeric 86 66

ex: (distinct 01)09506000117843(11)141231(17)201231(10)1234AB(21)5678CD

GS1 Sample UDI labels:
http://www.gs1.org/sites/default/files/docs/healthcare/udi_label samples - 20150317.pdf

2. HIBCC Standards

Issuing Human Database
Agency | Qualifier | Identifier Data type Readable Field size
/Entity Field Size
HIBCC | + UDI-DI Alphanumeric 7 to 24 6 to 23
HIBCC | $ Lot Number Only Alphanumeric 19 18
HIBCC | $%7 Lot Number Oqu Alphanumeric 21 18
(alternative option)
Exp. Date: numeric 6 4
HIBCC | $8 Expiration Date [MMYY]
followed by Lot Number | Lot Number: 18 18
alphanumeric
Exp. Date: numeric 9 6
Expiration Date [MMDDYY]
HIBCC | $82 followed by Lot Number | Lot Number: 13 13
alphanumeric
Exp. Date: numeric 9 6
HIBCC | $$3 Expiration Date [YYMMDD]
followed by Lot Number | Lot Number: 13 18
alphanumeric
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Issuing Human Database
Agency | Qualifier | Identifier Data type Readable Field size
/Entity Field Size
Exp. Date: numeric 1 2
HIBCC | $$4 Expiration Date [YYMMDDHH]
followed by Lot Number | Lot Number: 18 18
alphanumeric
Exp. Date: numeric
oL [YYJJJ] — Julian Date 8 5
HIBCC | $85 Expiration Date format
followed by Lot Number
Lot Number:
: 18 18
alphanumeric
Exp. Date: numeric
[YYJJJHH] — Julian 10 7
HIBCC | $$6 Expiration Date Date format with Hour
followed by Lot Number | option
Lot Number.: 13 13
alphanumeric
HIBCC | $+ Serial Number only Alphanumeric 20 18
HIBCC | $$+7 Serial Number only Alphanumeric 2 18
(alternative option)
Expiration Date ][El\)/(lll)\/lga;]e fumerie 7 4
HIBCC | $$+ followed by Serial -
Serial Number:
Number . 18 18
alphanumeric
Expiration Date F&%&gg?;}mﬁnc 10 6
HIBCC | $$+2 followed by Serial .
Serial Number:
Number . 18 18
alphanumeric
o Exp. Date: numeric
Expiration Date [YYMMDD] 10 6
HIBCC | $$+3 followed by Serial :
Serial Number:
Number . 18 18
alphanumeric
. Exp. Date: numeric
Expiration Date [YYMMDDHH] 12 8
HIBCC | $$+4 followed by Serial :
Serial Number:
Number . 18 18
alphanumeric
o Exp. Date: numeric
Expiration Date [YYIII] 9 5
HIBCC | $$+5 followed by Serial .
Serial Number:
Number . 18 18
alphanumeric
Expiration Date F;%){J%%%f umerie 11 7
HIBCC | $$+6 followed by Serial .
Serial Number:
Number . 18 18
alphanumeric
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Issuing Human Database
Agency | Qualifier | Identifier Data type Readable Field size
/Entity Field Size
Supplemental Serial
Number, where lot
HIBCC | /S number also required Alphanumeric 20 18
and included in main
secondary data string
Manufacturing Date numeric
HIBCC | /16D (supplemental to [YYYYMMDD] 12 8
secondary barcode)
Expiration Date
(supplemental to numeric
HIBCC | /14D secondary barcode as [YYYYMMDD] 12 8
optional format)
HIBCC Maximum Base UDI Alphanumeric 70 to 87 58t 75
Ex of Human Readable Barcode:
*+H123PARTNO1234567890120/$$420020216L.0T123456789012345/SXYZ4567890123
45678/16D20130202C*

HIBCC Sample UDI labels:

http://www.hibcc.org/wp-content/uploads/2016/02/HIBCC-UDI-Label-Examples.pdf

3. ICCBBA Standards

Human
Issuing . 2 Readable | Database
Agency/Entity UL enuied Data type Barcode Field Size
Field Size

ICCBBA =/ UDI-DI Alphanumeric | 18 16
ICCBBA =, Serial Number Alphanumeric | 8 6

Donation
ICCBBA = Identification Alphanumeric | 16 15

Number

. o numeric
ICCBBA => Expiration Date [YYYIII] 8 6
_ Manufacturing numeric

ICCBBA = Date [YYYJI] 8 6
ICCBBA &,1 MPHO Lot Alphanumeric | 21 18

Number
ICCBBA Maximum Base | (0 0 pymeric | 79 67

UDI for HCT/Ps | P
Ex of Human Readable
Barcode:=/A9999XYZ100T0944=,000025=A99971312345600=>014032=}013032&,10000000
00000XYZ123
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P Eye Database
Identifying Identifier Data type Readable Field
Symbol Barcode Size
Field Size
ICCBBA =) UDI-DIfor blood | 1o imeric | 12 10
containers (bags)
Lot Number for
ICCBBA &) blood containers Alphanumeric 12 10
(bags)
Maximum Base
ICCBBA UDI for Blood Alphanumeric | 24 20
Bags
Ex of Human Readable Barcode: =)1TE123456A&)R7Z12345678

ICCBBA Sample UDI labels:
https://www.iccbba.org/subject-area/medical-devices/label-examples
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Appendix B: AIDC carriers most widely used in healthcare
MHEEB : ERST TROAEH SN THDHAIDCF v U T
1. GS1 Standards
e (GSI1 Data Matrix with UDI-DI and UDI-PI’s (Expiration Date + Lot/Batch Number)
(01)09506000117843

(17)201231
(10)1234AB

e (GS1 Data Matrix with UDI-DI and UDI-PI’s (Expiration Date + Lot/Batch Number + Serial
Number)

(01)09506000117843
(17)201231
(10)1234AB
(21)5678CD

e (GS1-128 concatenated with UDI-DI and UDI-PI’s (Expiration Date + Lot/Batch Number)

117843(17
e (GS1-128 non-concatenated (shared in 2 parts)

a) UDI-DI only b) UDI-PI’s (Expiration Date +
Lot/Batch Number)
(01)0950600011

7843 (17)201231(10)1234AB

e EANI13 with UDI-DI only

5060007117829

2. HIBCC Standards
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e Data Matrix with UDI-DI and UDI-PI’s (Expiration Date + Lot/Batch Number)

e

*+A999ABC123DE1/$$3221231LOT876S*
e (Codel28 non-concatenated with UDI-DI and UDI-PI’s (Expiration Date + Lot/Batch Number)

*+$$3221231LOT876GT*
. QR-Code with UDI-DI and UDI-PI’s (Expiration Date + Lot/Batch Number)

O30
%’%

*+A999ABC123DE1/$$3221231LOT876S*

3. ICCBBA Standards

e [SBTI128 with UDI-DI and UDI-PI's (Donation Identification Number, Serial Number, and
Expiration Date)

=/A9999004344T0480

=A99971712345600

=,000005

=>018020

Data Matrix with UDI-DI and UDI-PI’s (Serial Number + Donation Identification Number +
Expiration Date)
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BT —/A9999XYZ100T0479
= 000025=A99971412345600=>016008
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Appendix C: Examples of RFID carriers
ft/@EC : RFID v U 7 DO

1. GS1 Standards
GS1 =%

The data encoded in a GS1 barcode can also be encoded in a RFID tag, provided that a serial number
is part of the data elements.

GSl N—a—RlZxzra—REnzr—%iF, VI TNAVESNT—XHB O ThHIL,
RFID ¥ /= a— RT52 L TEET,

The use of an RFID tag requires that a specific RFID emblem is applied on the label/packaging/device
to indicate the presence of radio frequency identification (RFID). The ISO/IEC standard 29160
specifies the design and use of the RFID Emblem.

RFID % 7 % ff 9 % B£1%. Radio Frequency Identification (RFID) DTF(EZ/RT7-0OIZ. 4F
JED RFID = 7 L A& T~V /@t /TR, ZZRRTH0NENH Y £9°, ISO/NEC Hikk
29160 1%, RFID =7 L ADOT VA EHEHIZOWWTHE L TWET,

That standard allows using optionally other signs, such as the EPC (Electronic Product Code) seal, in
addition to the required generic RFID Emblem.

COHMETIE, BELEEIND M7 RFID =27 L AIZIZ T, EPC (Electronic Product
Code) ¥ —ND XS RO A v AALEIMEHT 2 LN TEET,

The EPC seal is the sign used to notify when unique EPCs are encoded onto RFID tags. GS1's EPC
Tag Data Standard (TDS) specifies the data format of the EPC, and provides encodings for numbering
schemes -- including the GS1 keys -- within an EPC/RFID.

EPC > —/UlE. —&® EPC % RFID # /=y a— R L7 L X2, FNEFEIEAHA-0D
DA 2 TF, GS1 D EPC ¥ /5 —Xf&EUE (TDS) L EPC OT—X 74—~ v 2 HE L.
EPC/RFID N~® GS1 # Al 2 — FEEGLeF SR ED T a— R HEEZ R LTHWET,

Note: today, the relevant GS1 application standards on RFID do not yet address specific
location/placement of the RFID Emblem on a label. Relevant CEN standards do state that in the
absence of an appropriate application standard, the RFID Emblem shall be placed such that it is easily
visible to those trying to read the RFID tag or label. To improve readability, the RFID Emblem should
be located near the actual transponder. The visuals below are for example only.

1 BE. RFID ICB45 GS1 77U 7 —3 g VERETIX, RFID = 7 L AD T~ D
BRI AL ESCEEICOW T EEHE SN TV ER A, B4 5 CEN Sk TlE, b7
TV = a VRS RFID # 70T SV EHAIRA D LT HENKSICRZ
5 E D IEIZRFID T 7 L A EFRR LARTIUZ 2 R0 E R _TWET, FiAaln 0d
S&M ESELHOHIT, RFID =7 L AT, EEO T AR Z O IThLE T 2 03
NV ET, LFTOXIEH £ THITY,
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— Y
0000 0060 9753

2. HIBCC Standards
HIBCC (E#

A HIBC UDI data string for the Barcode will be encoded with an RFID tag in a 1:1 relation; therefore
scanning a Data Matrix with HIBC will yield the same result as scanning a RFID tag.

/N—=— FH® HIBC @ UDI 7 — 4 354X, RFID # 7IZ 111 OB Tz a— Fah £
DT, HIBC IZL DT X4~ N) VA2 AXy o T5DE, RFID ¥ 72 AF vy 35D
ERICAERDGEONET,

For RFID applications for UDI the appropriate standards for the product and packaging levels are
UDI M7= 2 RFID 3 2356 0, il JOEE L~z oW TOREI 2 S T LT
D@ Y TY,

e [SOISO 17367, Supply chain applications of RFID — Product tagging
e [SO ISO 17366, Supply chain applications of RFID — Product packaging

The AIDC and HRI formats are required under the UDI regulation. Therefore, the HRI is not required
to be repeated for RFID again, if already present for another type of AIDC format. The ISO/IEC 29160
RFID Emblem is required to be shown as a visible indicator that an RFID is present by a generic RFID
Emblem or optional by a RFID Emblem showing frequency and application by a two-character code.
This optical visible indicator for frequency and application is helpful in areas where different RFID
systems are in use and for diagnostic if a RFID Tag is not read.

UDIBHIO T TIE, AIDC K OVHRINZ 7 4 —~ v bRERESNES, Do, o x A
7D AIDC 7 #—~ v b TI TIZ HRIZF(E L TWDHHEITIE, RFID IZXF L THE HRI
FHRRTDHLEEH Y 8 A, ISOMEC 29160 RFID =7 L A TlX, RFID AFET 52 &
Z AN R 72012, PWHO RFID = 7 LA F72iE, 2 0F0 3 — RIC X > THEEEK
LT TV = a AR LIERFIDE 7 L AERAWCER T L2 EnRkobhnEd, &
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WL T 7)) r—3 g U ERT AR A o — 2%, B2 D RFID 3 AT LADMEH &
N TWAREIRIZIB VT, RFID # 7 & 5t A B 72 WA OB A T,

The generic RFID Emblem according to ISO/IEC 29160 figure 2:
ISO/IEC 29160 DX 2 (25 < —fkA972 RFID = 7 L AILLFO#E Y T,

| R
Fig. Generic RFID Emblem RFDing “RFID inside”

Table A.1 (below) of ISO/IEC 29160 shows the appropriate RFID emblems for UDI, using a two-
character code assignment.

Table A.1 — Two-character code assignments for the RFID Emblem (excerpt)
Emblem “B5”: 860-960 MHz (UHF) ISO/IEC 18000-63 ISO 17366 Product packaging
Fig. 1b) RFID Emblem “Bs” (B

Emblem “B7”: 860-960 MHz (UHF) ISO/IEC 18000-63 ISO 17367 Product tagging

RFlD@
Fig. 2) RFID Emblem “B7” (BZ

Examples of serialized UDI HIBC to be encoded in Barcode and optional RFID
a)on a product +A999ABCI123DE0/$+1234567Y

b) on a package +A999ABCI123DE1/$§+1234567Y

= frFiD '.))
Bs
*+A999ABC123DE1/$+1234567Z*
Fig. 3) UDI applied on a product package with Data Matrix and RFID

: frFiD S))
B7
*+A999ABC123DEQ/$+1234567Y*

Fig. 4) UDI applied on a product with Data Matrix and RFID

Note to Fig. 3 and 4: Human Readable Interpretation (HRI) contains the UDI data within an envelope
of two Stars (*)

3. ICCBBA Standards
ICCBBA &#

RFID tags are not currently used to carry identification information for medical products of human
origin (MPHO), although some organizations are starting to add an RFID tag as a ‘license plate’ based
on the unique tag identifier. This is in addition to the barcoded information and would not carry UDI
information.

RFID % 713BUE, & MHEROEFES (MPHO) OMBHERA(BET 27T EH S
TWEEAD, —HOMBETIZ, —BOZ 7@ FICESL 948 AT L—1F] &L
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TRFID % 7 #BIMLEDTWET, L, N—a— NMeah=BFRICH TN 5Ty
92, UDIEWREZIEZDHDOTIEH Y £H A,
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Appendix D: Examples of registration of packaging configurations

BRE D @ w2t Rk o B Ek 1
Package Configuration Example 1

Base
package

Package Configurations of the Baie Package

Pachage Canfgu ationt mher

Higher the Barke Parkipe device
II packaging attribube walues, excepl for
: levels antnibutes specdic to the
pasticulas package
UDI- Di = 1001
Package Dl =3001

Catheter, 12 Fr, 1 each Catheter, 12 Fr, Box of 30 Catheter, 12 Fr. Case of 360
Device Count = 1 Containg 30 wnits of Contains 12 units of

Base Package DI 1001 Package DI 2001

Quantity per package = 30 Cuantity per package = 12

Package Configuration Example 2
UDID Entry: UDI-DI = 1001

Package DIs = 2001, 3001

FI{'\“’E ":l:\‘l"l'rl.i.urlﬂﬂ'ﬁi of phe Bate Pac H-I‘E
and 2002.

Package D) =3001

Package D =2001
Base N AR

package . __i g

Ui = 1004

Catheter, 12 Fr, Bom of 20 Catheter, 12 Fr, Case of 12

Higher
packaging
levels

Package DI =2002

—
Catheter, 12 Fr, 1 each ] -

Cathwrter, 12 Fr, Box of 50

NB: Package configurations of a device are part of the same UDI-DI record in the UDID.
T BRI RIT, UDID WO[R U UDI-DID L = — RO—FTY,
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Appendix E: Examples of UoU and packaging configurations

fHBEE : (8 AL & cl AR O 1

| S
Single Item Tray of 25 Case of 1000
(Unmarked) (Full UDI Marked) (Full UDI Marked)
Unit of Measure Device Identifier oty U"gzcﬂg‘:er C':'"S?ins
(Package Level) (DI) : Level Package
. UolU DI
Single Item {Umnmark ed) 1 = -
Tray Lowest Package Level
{Lowest Package Level with DI 25 - No
i) (Full UDI Marked)
Case level DI
Case (Full UDI Marked) 1000 - Tray

) wes))

Each (Blister)
(Unmarked)

P ¥ |

Box of 50
(Full UDI Marked)

Case of 1000
(Full UDI Marked)

:ili‘l::: E; gj:f:\:l gl-:; Device{ é-:ll)entiﬁer Qty U"g: Cifa:;ger CD"S?'HS
Level Package
WP%g Level with (Uﬁgrﬂd) 1 - -
Box ;Fﬁfﬁéiﬁﬂ 0 50 50 Blister
Case (Ffﬁ'slfn'ﬁ:g'rgd) 1000 20 Box
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Appendix F: Feasibility issues linked to direct marking integrity
MNBEF: A L7 b~—F 0 7 OREMISHES D TREND & 5 FH

Surface wear / treatment

Z< 1 D EFE/ AL B

Due to mechanical influences during use and preparation, surface abrasion occurs. Directly marked
products can thereby lose readability. When reprocessing instruments, regionally different re-
processing cycles and in particular cleaners are used (North America - neutral cleaners, Europe -
alkaline cleaners). With highly alkaline cleaners, marking fades faster over the entire life cycle.

IR O TP T O N R BIC L Y . REOBERNRELET, TORE. 41
L7 b= 7 SRR OFARY NINEIZ 2D 2 L8 H0 £9, ez L+ 5
BR. EHIIZ Ko TITRR DAY 1 7 v, FRICRRDEHRAINEN S TnET
eI PEDEAAL, 2 —a v X7 v ) WAl o 87 v U o Pl 2 68 4
Dl XU ZIIESROMAFEL LY RJHERALET,

Scratches Abrasion on tempering inscription Abrasion

A7 TvF BER LA DEERE FEFE

-J--..-:' 3 . ‘
Damage to the DM due to scratches or inclusions limits the readability of the carrier.

ENMEMIZ LD DM OFHBIZ LV . U 7 Or[ErEITSIR S E T,

Corrosion

/-4

Thermal and deforming influences changes material properties, "
which lead to corrosion in CoCr alloys. Corrosion causes the i
code to become unreadable. Corrosion holes can be interpreted
by the scanner as marked modules.

BOLTE OB L T B EMBIORHERE(L L, 230
N7 ABEDBEIZORNY £9, BRITa— Fad
DR THRERERDET, XX HiL, BRAZ~—F 73 NTEY2—E L THE
HHL>TUE D AREEDRH D £,

Material

Thermal melting influences on plastics
7T AT T AT D BN 0D 5
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Reflection / Contrast

K&t ar b7 R b

Picture 1 - The surface is disturbed by inappropriate lighting (e.g. reflection, resolution, contrast).

BE - A (B R, #BE., 2 b T AR) Lo TEREBPENTOET,

Picture 2 - With dark materials, there is a lower
contrast ratio to the marking, which affects the
readability.

BE2-BOOMEIZHERTE, v~—F 7
EDay hT A BMENMELS Y AIFEMEC
£,

Laser Marking
L—Y—<—F7

Stainless steel or titanium alloys are marked with conventional systems based on % =
an ns-laser (nanosecond laser) via the engraving effect. Too little engraving L
(tempering inscription) leads to faster fading.

ATV VARRTF X BT, 2 T L= TR ENT D ns-L
—H— (FIBL—F—) LESERDY AT AT —F 2 7 S
£9, ZIF BESR LA 4 E5 L, AHENRILRD £,

Passivation of stainless steel with this technique is a mandatory step to avoid corrosion. Passivation is
usually done before and/or after the marking.

O HINTe AT U AGORE RBLALERIT, R ZRET 57200

WD AT v 7T, AEEBLTETY, ~—F - 7ofikicfTbhE "7
7.
When marking with a ps-laser (picosecond laser), the material does not get warm e
due to a very short pulse duration. The surface is slightly roughened, the mark U
appears jet black and this regardless of the viewing direction. The passivation

layer on reusable instruments is not attacked which limits the possibility to
corrosion.

ps-L—H— (Bappl—¥—) Tv—F7F5L 7VRENEFITENTD, B
HEDZ DY A, REFTOT NS RDIBRET, v —F 2 73R I %
RBB L F9, HEMTRELESOAHRBIEITIREZZ TS WD, BREOH
REPEITIR S 720 £
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Marking with ns-Laser

Marking with ps-Laser
ns-L—HF—TO~v—F 7

ps-L—F—TOv—F 7

The ns-laser marking consists of several engraving lines.

On curved / cylindric devices
with a diameter of 7mm a
marking is possible.

e

The readability of the plain text is independent of the marking method. Because of space reasons a
marking of the HRI and AIDC of the UDI might not be always possible.

TU—rT XA NORGHEL, v —F T OFELIFERER DY FHA, A= LOH
H725, UDI® HRI & AIDC DT O~ —=F > Z 3T ATRE L ITBR D & A,

< On curved/ cylindric devices
with a diameter of 3mm a
marking is possible.

Marking 1,25 x 4mm
Marking 1,75 x 5,5mm

-

1:1

When used properly, the readability of a validated laser marking with a data-matrix is still given after
at least 500 cycles.

RSN 5GE, Al —Y—~—F T2k DT—F~
/ﬁwamﬁ I, D7 L 500 A 7 L THEE L ET,

(based on experiences made by individual device manufacturers)>*

(F R O RIE R ORBRICE ST £

24 Users should discard using a reusable instrument, if damage (e.g. corrosion, chipping, discoloration, etc.) is seen
B TRE 2R BRI (&, R, Z2A%) DAONEGAITIE, AT XETEH D A,
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Appendix G: Kit Examples
MHEBEG: v ol

e Non-IVD kit examples
e JEIVD Xy b

Example 1: This kit contains several different medical
devices packaged together to achieve a specific
medical purpose (central venous catheter procedures
and regional anesthesia) where they are intended to
remain packaged together and not replaced,
substituted, repackaged, sterilized, or otherwise
processed or modified before the devices are used by
an end user. The Kit is composed of three trays: one
tray for hygiene and disinfection; one tray for
preparation of vein puncture, local anesthesia, puncture
and fixation; one for catheter placement.

Bl1: ZoFy M FREOERKAR (FOFR
AT —T NVER L ORETREE) 2T 57
OIZ ISR SN EREOR R L EFRESRZZATBY, = Fa—9 =2 &> THEHA
SNDHET, FAMMSNZEET, K, B, FOE BWE. 3o 55 TR
EMTONLZ EAERLTWERA, ZOFy NI 32O M LA DOLEKRSNLTED,

1 DIFEAEKROHERO MO b LA | 1 DITHIRZER O UG, RPTHEE, 228 & OEER O b
VAL 1D T =T AEERD P LA Lo THET,

This kit should be identified with one UDI.?
ZOF v ME, 150 UDI CBITHMLERH Y £, P

Example 2: It follows the same principles of Example 1 except the kit is customizable to meet health
provider preferences.

B2 : %y FREREEFEOEZIIADLE T AL~ A XA[ETHDH Z L ERVTIL, 1
&R UJRERIZIEVVE T,

Best practice recommendation: While it is the manufacturer that determines when a change to a device
constitutes a new model/version of the device, unless there is a relatively small number of potential
customizations, using UDI-DIs to differentiate between customized variations is not recommended
because it can produce a very large number of UDI-DI records. Instead, differences in customized
variation can be accounted for using UDI-PIs.

25The reader should note that, as indicated in Section 12.3.1 a combination of registered and approved
medical devices, including instruments and/or implants, in their own right, which are distributed
together in non-sterile metal containers strictly for healthcare provider convenience, the convenienceof
sterilization processing and to accommodate set replenishment in the field or the hospital, are
Q exempted from UDI requirements.

25 B2 v a Y1I23.UTTRT ERB Y ERMEEE OFMENE, JRELBEORIENE, BLEREEZ 3
T2y MHFIZKHLT 272012, #8 B4 V77 0 M A GO T, TAVE D38k S 1UKGR
SN RS A A DE T, FRRE SR AR —RHICAN TtiET 254613, UDIE
PGB ESND Z L ICHEITEETD2LERH Y £,
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NRANFZ 7T ¢ AR IR~ OEER, FILOVET WA=V g VYT 0 E
I ECIMT T D DIFELEEE TTN, WA, A INTRN) 2—va U EXT 5720
IZUDI-DI 292 Z &1, DAX~A XN Dl d FGAEND5A TRWVIRD |
FEFIZEZ DO UDIDID LV a— REERTHAREENH D720, I EHA, ZORD
D, BAZ<A XENT=ZNY =— 3 U OEWIE UDI-PI 2 H L CTXBI4 2 Z LN A[FET
7

This kit should be identified with one UDI.
ZOFy M, 1D>0O UDI T+ 20ERH Y £97,

Example 3: Several implant components (including inflatable
band, access port and tubing) and multiple sterile accessories
(calibration assembly, end plug, closure tool, needles) are
together in one package under one label. All the contents of
the package are used or disposed of in a single procedure.

Bl 3 EEDA T T MERSL (BRFTRE NV K
T RBAR—b, Fa—T%2ET) EBEEOWEF
Bih RIET 27U, =2 RS9 7, /e —Ty—
V=)L, #) B, 1 ODTLOTFIT 1 oOEEEITE
EOLNTWET, WEOTXTONEMIT, HED
LE CER F -3 EEINE T,

None of the devices in the kit are replaced, substituted, repackaged, sterilized, processed or modified
before the devices are used by an end user.

v MIGENDEOKGE, = Fa—F =22 ETIC, &, B, Foil,
W, MLTEIIEFRIIITOLEE A,

This kit should be identified with one UDI.
DX v MI, 1 OO UDI CHATH2LERH Y £9°,

e Collection of items not defined as kits examples

o Xy hOHlE LTEBSNARVEROERKE

Example 1: A collection of finished and labeled devices that
are not necessarily intended to be used together and placed
in a box for delivery to the hospital. The content of the box
changes from day to day depending on what the hospital
orders.

Bl AP LS AT 2 EIIHESNTEDS
T IRREA~OREDO DI O DI AN BT,
FERGh & T OV BT ER DR AR, FONE
X RBE S DIESIAFIC L > THA 2L L £ 7
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In the case, the box contains 3 stethoscopes, 6 saline

bags, 10 packages of IV tubing, 2 boxes of gloves | _ s
and 4 cartons of EKG electrodes. R p——
ZOBITIE, T2 3, ABAEK6 R, IV T T ——
Fa—7 1040, FH2H. LEXEm 4 T— -~'-~:¢::¢
hY WA TVET, LLELL g
This is an example of a shipping container and no S ol

UDI is required on the shipping container. The -
collection is not itself a medical device (a “kit”) | — -
because the collection is not based on an intended

use, but includes a continually varying collection
based on what a customer ordered today. Note that each individual item should bear its own UDL.

ZHTEER T OFITH Y kAT I UDL I EH Y ¥ A, 2T H
i, EREERS (Txy b)) ELTOEREMNZRT-L0 TR, a2y 7Fohy
BN E DO B ZIEL LNk viiex T8 LET, [Hx o iZiZEnEnme
D UDI ZRKRTHMERHDZ EITHFERE LTI EIN,

Example 2: A manufacturer manufactures two versions/models of
a device. Model A is more popular than Model B. To sell more of ol o] - ]
Model B, the two models, when sent to retailers and distributors, J ']

are packaged in an assorted case that always includes 5 of Model K
A and 3 of Model B, i.e. a standard configuration.

Bl 2: B HREHEFIT, HDOHEID 2 DONN—T g L/ET
NEBELTWET, EFL B LV HETIL A DA
SNHVET, ETFNLVBEIVEZLERTETHEHIT, 2O
DET VAN IECTLRET LB, FIZET VA
M50, FETFILBNIOFICELT, ThbbInaiEiE
iR L LT, oAb Er—2AICE L £1,

Reflolux'S =

Although both devices may have similar indications for use, Model A and Model B were not combined
in a device package with the intent they are used together to achieve a common intended use. Rather,
these two or more different models/versions of devices were packaged together for business reasons.

WTNOKESES, FULEEAZA LT L00 LAEEANR, £7/V A EET /L BIL
HEDOEN T LHHZERT L0 IS Z L2 HE LT, —2 0K
ERTRAGD SN LOTES Y EA, 12LA, INHD 2 DU LORRSET L,/
N—=T g COBERIT, EVRZA LOHERNS IO S TWET,

This package configuration itself is neither a device nor a kit but a shipping configuration.

COWIERERIE, TR ABESRTHF Y P TH 2R EBEOMR T,

However, to adequately identify this fixed configuration through distribution and use, packages require
UDL.

UL, ZOREE I N7k Z <o H 28 U Cblici&n 4+ 572012, 2321 UbI
Ll U E T,

Recommended best practice is to place a UDI on each device in the packaging configuration and place
a UDI on the package that contains the devices.
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HRENDXANT T 7T 4 ZF, TOWEERRT 2542 UDI 28R L, £ b D
Mgz aeadEICE UDL 2 FRRT 52 & TF,

e Example of an IVD kit (Microbial identification tests)

e IVDXv I (BAAEDFERER)

B
O =
P
o,
o
e

DB

Example 1: Contents of kit includes various items (e.g.
swabs, reagents, control materials) intended to be used
together to detect specific organisms per the device
indication.

Bl1: %y FONEWITIE., BEDOFERT &ICHE
DEHERET DD HIEHAESND Z L 0NE
MEHDkE% s Bz, 2Au 7, R, M
WHE) HhEEiEd,

The kit is a medical device and requires a UDI. Any items
distributed separately require a UDI.

v MIEFEKITH Y, UDI BLETT, @RI
P T 5 H DI UDL N LB T,

Recommended best practice: if items in this IVD kit are also in other IVD Kkits, then those individual

items should also be identified by a UDI.

HIZSNDAEZRZANTZ 7T 4 A2 ZOIVD F v MIEENDIFELBMO IVD F v M2 b
FNHHAIE. TNOOEBOME M S UDLIZ K - TikBl4 256N H D £,
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Appendix H: Examples of changes to configurable medical devices

fTIEE H @ HER AT RE 72 [ i f e oD 28 B4

This appendix is intended to describe if and how the System UDI is affected when changes are made
to a device, which is already in commercial distribution.

ZOfMBEE, TCICHRE L, Jitl L TV DESICE TN b HEIT, Y AT A
UDINED X IZHELZT D0 adilT5 2 L2AME LTHET,

e Changes that makes it necessary to identify the changed devices

o EEINTBBEZHINTILENHIER

This section provides some examples where changes are made to devices which are in commercial
distribution and the change does impact the safety, performance, intended use or indications for use
for the device. In these situations, manufacturers must ensure that the changed devices are identifiable.
IOk s varTiE, mRS . B L TOLSBEESRICEEN A b, TOEENZ O
gD eVE, PERE. BT 2MH. E32 oG 0mEMHICEEZ 52 556 0620 <
ORLET, ZOXI R TIE, REREE T, AFE S ESGe@TE 5L oIl
RTFHIER Y £ A

Example 1:  Upgrade to system which impacts safety and/or performance
Bll AT AOBRECHIICEET 5T v 7 7 L— K

A MRI System ‘Model A’ is currently being manufactured and distributed to customers. The
manufacturer develops new features and functionality (hardware or software or a combination of both)
for that MRI system which are not covered by the original, approved specifications; the new features
change the safety profile, the performance of the system or the intended uses. The manufacturer has
determined that this results in a new model (“Model B”) of the device. As the manufacturer decides to
perform this modification as a new installation he will provide to the modified device a new System
UDI. Alternatively, the manufacturer may provide an upgrade kit as a medical device with a separate
UDI and this UDI together with original System UDI will be used for the identification of the changed
device
MRI > 27 & [£70 Al IFHEBAEESN, BEICHESTOWET, REEEIT, 4
HIKRR SRR TIE A AN — S TRV LD ERERHERENE (N— R o =7 £72i3Y 7
MY =7 EIFZOWMGTOMBEDE) LD MRl VA7 ADOTZDIZHIELE Lz, #
LWHEREBIC L » T, a7 a7y A0, A7 A0MEE, EFRITHENEEINET,
RIERA T, ZofR, I LwET Ly (270 Bl ) IZ25 &AL E L, ®
EHEED, ZOEFEAZ, FLy (D) EAL LTI ZE2RELLE. ARESN
PRI HT LN AT A UDL #EID M THZ L2 9, HDWE, MEERT. 7 v
77— Ry FERIO UDI 249 5 R & LTIt 5 2 & HAHET, 2@ UDIIL,
DY AT AUDLE & BT, BESNESZOBANAH S E T,

Example 2:  Component change which impacts safety and/or performance
B2 EREn D, LRMPHERICHE A 5 2 DAL DL H

An X-Ray system with a 50 kV generator is changed to a 100 kV generator. These generator options
are not specified for the original configuration(s), and the performance of the system is changed. The
manufacturer has determined that this constitutes a new version/model of the system because the
change in the generator of the X-ray system results in a new model/version of the system. If the
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manufacturer decides to perform this modification as a new installation he will provide to the modified
device a new System UDI. Alternatively, the manufacturer may provide an upgrade kit as medical
device with a separate UDI and this UDI together with original System UDI will be used for the
identification of the changed device.

SOKV V= pL—H H R LI XU AT L% 100kV V=R L—HIIETLE LR, Zh
EOT =R L—FDFT v a NITOBETIIHEESNTE LT, v AT AOMWRENEE
SNTVWDZ L e Fd, WEEHT, XM AT LDV 2R V—FZDOEFEIZLD, &
AT LOFLWAN—=D g VETAAPHRIND AW LE L, fIEEEN, ZoLEL
lv (o) AL LTTI 2L 2RELIESGE. BEINTERITH LN AT A
UDI ZFID YU THZ LT Ed, HoHWE, REREIL, 7Ty 77— FE®y F&jlo
UDI A9 SRR & L TR 2 2 & b lET, 2o UDLE, e A7 4 UDI & &
HIZ, BHEINTEEOFBINIER S ET,

Example 3:  New diagnostic feature, not previously approved, added to a device
B 3: BTG SAUTWZRWET LW 2 Wi sE O s ~ B0

A new diagnostic algorithm is introduced on a cardiac ultrasound system allowing new data
calculations and imaging options. The algorithm introduces new indications for use and changes the
performance of the system, and therefore the manufacturer has determined that this upgrade/model
change does result in a new model/version of the cardiac ultrasound system according to their
documented procedures for assessing device changes. As the manufacturer decides to perform this
modification as a new installation he will provide to the modified device a new System UDI.
Alternatively, the manufacturer may provide an upgrade kit as medical device with a separate UDI and
this UDI together with original System UDI will be used for the identification of the changed device

DB B ZWE S A7 ATH LW T L3 XAPNEAI L, FiLny —HXEHE & Eif
WUBRSRE SR ATBEIC 72 0 £ L7z, TA Y XAFH LWEAZEAL, VAT AOMHRE
WEALT D7, TWEEE T, BEOER LT 272D OB FOFIRFIE->T, Z0D
T T T = RERTAVERN, DIEEERZEY AT AOH LWET VN g IR D
CHIErLE Lie, RUEREEDN, ZoEREZH LY (o) BALLTT) ZEE2REL
A, ERISNTHSHRICH LW AT A UDL 2504 THZLicRY £, HDHVIE,

BEEFIT, Ty 77— RF¥y MERIO UDI 2H T 2 EHEESE LTIt 22 L b A
HET, ZOUDIIE, JLOT AT AL UDI & & HIZ, BHINTEEOFANEH I ET,
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e Examples for Changes where UDI remains unchanged

e UDIZERELBRWEEDERES]

This section provides some examples where a change is made to a device which is in commercial
distribution, however, the change does not require a special identification of the change device and
does not impact the UDI.

ZoR7varTiE, TREN, ELTCOIERICEENMZ LN 00, BHIN
TR 2 R B 9~ D B3 72 < | UDLIZEE#EE 2 52 WG OBl 2 W< DhvR LE T,

Example 1:  System component changed of an installed device; no change in safety or performance
Bl1. EAAFTHEHROEER DT AT DR DR TN T, Let-OormaEIc 22w
B

An installed CT system has an x-ray tube which has reached the end of its life and is replaced with a
newer model tube by the original manufacturer without other changes to the device or its labeling. The
manufacturer has determined that this does not constitute a new version/model of the system, according
to their documented and approved description of the configuration (e.g. the safety profile, the
performance of the system and the intended use are unchanged). As there is no significant change to
the safety, performance or the intended purpose, the UDI remains unchanged.

WA THENTVD CT VAT AT, FEmrllxle XBERH D | Bt D 7~z
MOEFEMZ D L7, TOREEFIZL>TH LWVWET LOFICKBRINTWET,
PLEEE L, ZOMRICEET 2 CEL S NAR I NZHAICE S, ZHIET AT 208
LWAN—=T g /BT NAERKT 2D TRy (B Zetkrar A0, VAT L0
HE. BT HMHICETIZR) ST LE Lz, 248t e, BT /I
REREENRNTZD, UDLFEEINE A,

Example 2: A customer-selectable option changed for an installed device
B2, PEAASTTHEHOEIRICIE O TEE P ERATRER A 7 Y a URERINTGE

A CT system has an approved medical device registration/license, which includes several diagnostic
algorithms. When a customer orders the device, they can choose which algorithms they would like
activated based on their business model and budget. If a customer with an installed system
subsequently purchases another diagnostic algorithm (which was approved for that system), due to
changing business needs, that additional algorithm may be installed/activated and would not result in
a new model/version of the system; the UDI remains unchanged.

CT VAT AiE, KRB INTEEREERS 7 A AZHLTHNT, W O0OZEHT
NI XENREENTWET, BEMEREZEXTDHIEEX, BHOE VR RAET L E TR
WZESNWT, FOT7NLITY) ZLAEENI LTV EERTL2 2N TEEd, BASNT
VAT D ROBEDN, EVRA=—XOEITIY, D (FOTAT LAHITEKRS
i) oA T LT A LEEA LGS, TOBEMOT VT Y ZABA A ~—
JIT 7T 4 TALENDAHEMIZH Y I8, ZHIET AT AOHF LNVET L/IN—T g (2
IH7-573, UDLIFEFE INEHF A,

Example 3:  Addition of an accessory for an installed device
B3, PEAATT B OB~ O E OB

21 March 2019 Page 80 of 94



IMDRF/UDI WG/N48 FINAL: 2019

The addition of an accessory that is covered by what is originally specified for the defined groups of
configurations does not result in a new model/version of the system. Under this circumstance, the
system UDI remains unchanged.

BrE O & LTSN OIRESN TWEMELZBIMLTYH, AT ADOH LWET
JUIIN—2 g TSm0 A, ZTOX IR TIE, VAT A UDHIIER I NEH A,
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Appendix I: Example of UDI assignment for software
FEEL: V7 hU =7 @ UDLRES

It is a guiding principle that UDI-PI or/and UDI-DI are only altered in case of changes to the SaMD
itself. Please note that, in order to reduce the number of illustrations, all visualizations in this Appendix
are constructed in a way that UDI is independent from the issuing entity-specific standards. They are
fictitious and solely intended to show the iterations of UDI-DI and UDI-PI for the use cases in a
simplified manner.

UDI-PI X° UDI-DI &, SaMD HKIZEE RN Do 72 EICOAEREIND Z L &2FHIE LT
£9, MOKEZREO IO, AMTBEOT ~NTORIX, UDL 28, FEATHIERFEA ORI
CBIRARSREBMINTND ZEITERBELTLES Y, TRHIEFRZEDOSDTH Y . UDI-DI
& UDI-PI D R L Z gt L CTRT 2 & DAEZHBE LTVET,

Example for UDI assignment to SaMD (Software as a Medical Device)
According to IMDRF/UDI WG/N7FINAL:2013

" About this software (A) ﬂ

The version number of the SaMD is
considered the manufacturing control
mechanism and displayed in the UDI-PI

Regulatory information

In this dialog, you find regulatory information related to this

product:
(DIA###########19 DEVICE IDENTIFIER J
(PI)V1.0.1 SW VERSION I

Examplefor UDI assgnment to SaMD (Software as a Medicl Device)
Accordingto IMDRF/UDIWG/NTFINAL: 2013

[ 5 About this software (&) “

Minor SaMD revision shall be identified with
a new UDI-Pl

Regulatory information

In this dialog, you find regulatory information related to this

product:
(UDI-DI)A# & &#E &S84 4419 DEVICE IDENTIFIER o
(UDI-PI)W1.2.1 SW WERSION N
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NB: SaMD version might be captured in the lot UDI-PI in certain national regulations.
£ : SaMD D/X— 3 i, EIC K- TEMM e v » UDLPL & L TRABND Z L0 H
D £,

Example for UDI assignment to SaMD (Software as a Medical Device)
According to IMDRF/UDI WG/N7FINAL:2013

"' About this software (A) ﬂ

Major SaMD revision shall be identified with
a new UDI-DI

Regulatory information

In this dialog, you find regulatory information related to this

product:
(DL)A###H#HH#H#H##29 DEVICE IDENTIFIER L
(PI)V2.0.0 SW VERSION I

Example for UDI assignment to SaMD (Software as a Medical Device)
According to IMDRF/UDI WG/N7FINAL:2013

When the ,RAW" SaMD or the SaMD is
delivered on a physical medium (e.g. CD,
DVD), each package level shall bear the
human readable and AIDC representation of
0 the UDI.

If there is the only packaging configuration on
the first packaging level (corresponds to
CD/DVD case), the UDI information is
identical to the UDI information in the
Information contained software, and the AIDC is shown in addition
in booklet or inlay to the HRI.

&
c.*'-‘l_:q.é\ E

(DL)A########29
(PI)V2.0.0

NB: SaMD version might be captured in the lot UDI-PI in certain national regulations.
£ : SaMD D/3—2 3 %, EIC K- TIMM L, vy h UDI-PL & LTHRX B D Z &
HYET,
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The following examples demonstrate how UDI for Software as a Medical Device (SaMD) can be
allocated in case the same SaMDJ(s) is/are distributed by the use of different media types/channels. The
guiding principle is that UDI-DI and UDI-PI of the “RAW” SaMD are not changed (i.e. remains the
same) no matter on what media/channel (e.g. CD, DVD, USB-Thumb Drive, SD-Card etc.) the SaMD
is distributed. (UDI-PI or/and UDI-DI are only altered in case of changes to the SaMD itself.)

AT oflTik, W UEFRESRY 7 U =7 (SaMD) M7 KRS A 7/F v 3V % i
L TR SN TV D 5AIZ, SaMD @ UDL 28, EDXHIZHID B THRDNERLTWE
3, SaMD R ED AT 4 7 /F ¥ %/ (CD, DVD, USB A#E U, SD #1— R/ &) TEAMS
NTH, RAW’ SaMD (SaMDZD (DD Z &) @ UDI-DI & UDI-PLIFAE S 2wy (72
PH, FILEETHD) & H T &AL E 2 TJ, (UDI-PIX° UDI-DI X SaMD H {&
DEBRINIIGEDOHELINET)

[ }
1 software More than 1

Software
1 media Case 1a/b Case 3 a/b
VIR UGELR N IEW Case 2 a/b Case 4 a/b

Please note: To reduce the number of illustrations all visualizations are constructed in a way that UDI
is independent from the issuing entity-specific standards. They are fictitious and solely intended to
show the iterations of UDI-DI and UDI-PI for the use cases in a simplified manner.

T MO AEW ST 7212, UDI DNRATHRERA OFICER R RREINTHD Z &I
EELTLEEN, ZNHIFZEZEDO LD TH Y, UDI-DI & UDI-PI OtV i L 2 &gk L
TRTIEDHREHE L TOVET,
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Case 1a shows the approach where one SaMD is distributed exclusively by DVD and where the
physical media (DVD) is production-controlled by SERIAL NUMBER. In this case the media
(DVD) carries the same UDI-DI as the RAW SaMD (SW-Version in ‘BATCH/LOT’) and SERIAL
NUMBER is added as an additional UDI-PI (only on the DVD).

The corresponding entry in the UDI-Database (UDID) indicates both SW/BATCH/LOT-Version and
SERIAL NUMBER as UDI-PIs.

HH 1lald, 12D SaMD 75 DVD O A Tl S 4L, MR 72 EARDVD) > U 7 &5 THE
FEEHINTWLIEAEZ R L TWET, 2054, BADVD)IIRAW’ SaMD & [Fl—0
UDI-DI (N> F/ay NEFIREINDY 7 MU 2T ONRN—=a NeRFL, VU 7 AESIE
IB/N® UDI-PI & L C(DVD IZDAH)EMEIET,

UDI-DI 7 — % _X— Z(UDID)NDO*t&T 5 b U id, UDI-PIE LTV 7 b =T /23y T/
By hR=Ua LU TR SO 2 UDI-PL E LR L ET,

Case la
Example of 1 Software on | Media. The Media is controlled by PI Serial Number. The DI of
Software and the DI of Media are the same (DVD is the only media type).

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)
[« About this software ot

Regulatory information

In this dialog, you find regulatory information related to
this product:

| (DDA######19 SW DEVICE IDENTIFIER
(DL)A######19 DEVICE IDENTIFIER (PI)V1.0.1 SW VERSION
(PI)V1.0.1 SW VERSION (P1)000000001 SERIAL NUMBER

Entry in UDI Database (per SaMD)

SaMD 'A’

(DI)A######19 DEVICE IDENTIFIER
YES SW VERSION

YES SERIAL NUMBER
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Case 1b shows the approach where one SaMD is distributed exclusively by one media (DVD) and
where the physical media (DVD) is production-controlled by BATCH/LOT. In this case the media
(DVD) is allocated a different DI as the RAW SaMD as BATCH/LOT related to the ‘RAW’ SaMD
is already ‘occupied’ by SW-Version.

There will be two corresponding entries in the UDI-Database (UDID): One reflecting the ‘RAW”’
SaMD and one for the physical media. The latter refers in the device description to the record of the
‘RAW’ SaMD.

HH 1b1X, 125D SaMD 28 | DDOAK (DVD) OATEME v, WERZR A (DVD) 2
NyF/ay NTHEEERINTWAEAZTRLTWET, Z0HA,. ‘RAW’ SaMD (2 B:H#
TNy F /vy ERBEICY 7 N =27 ONRN—=Ta 02 THHD ShvTnd iz, iR
(DVD) (1%, ‘RAW’ SaMD & 38722 DINEID B THIET,

UDI 7 — 4% ~_X—Z (UDID)Z 2 DDXRHET D=2 FURH D . 1 -D1FRAW’ SaMD % Bk L
b0, © 9 1 DIIWMEA AR E S U726 DT, BEIE. BEEROFBIZE W T
‘RAW’ SaMD O L =i— REZ BB L £7°,

Case 1b
Example of 1 Software on 1 Media. The Media controlled by PI Batch/ Lot. The DI
on Software and DI on Media are different

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)
[

* About this software

Regulatory information

In this dialog, you find regulatory information related to
this product:

N
Q )

(DL)Z######19
(PI)000000001

DEVICE IDENTIFIER
(DI)A######19 BATCH/ LOT

(PI)V1.0.1

DEVICE IDENTIFIER
SW VERSION

Entry in UDI Database (per SaMD)

SaMD ‘A’
(DI)A## ####19
YES

DEVICE IDENTIFIER
SW VERSION

Entry in UDI Database (per mediazSaMD)

(DN)Z######19
YES BATCH/ LOT

SW-Collection SKU ,XYZ"  DEVICE DESCRIPTION

This media contains the following registered Medical Devices
(DI A######19

DEVICE IDENTIFIER
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Case 2a shows the approach where one SaMD is distributed on different media/channels and where
the physical media/channels (USB-Thumb Drive, WWW-Distribution, DVD) are production-
controlled by SERIAL NUMBER respectively BATCH/LOT for WWW-Distribution. In this case, the
physical media/channels are allocated different DIs/PIs to make them distinguishable from the RAW
SaMD.

H] 2alX, 1 DD SaMD 28 (D) F7e DK T v x L THUE S v, WL e ik
F v (USB AE V., v MME. DVD) R, YU TAEFSRLXy MNEHOA YT/
oy NTAEERINTWAERAZRLTWET, 2084, ‘RAW’ SaMD & XRBIITx %
X ol WERMRIE S F ¥ XV R 2 D DL/PIAE D YT H £,

In this example there will be four corresponding entries in the UDI-Database (UDID): one reflecting
the ‘RAW’ SaMD and one for each physical media/channel. The latter refer in the device description
to the record of the ‘RAW’ SaMD.

ZOFITIL, UDIT — X _X—Z (UDID)WZ 4 OD%T 5 hU BB Y £9, 1 D1FRAW’
SaMD Z B L7=H D, D IXZNZENOWERI R/ T v 2V E KL= DO TT, £
FlE, HEEEOFHICBW T RAW’ SaMD O L a— K2 BB L £,

Case 2a
Example of 1 Software on more than 1 Media. The Media are controlled by PI Serial
Number or Batch/ Lot (www). The DI on Software and DI on Media are different

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)

; ===
* About this software DEVICE IDENTIFIER
_ .

WWW.
Regulatory information
(DI)Y# #####19 DEVICE IDENTIFIER

In this dialog, you find regulatory information related to (PI)A00000002 BATCH/ LOT

this product:

(DDA######19 DEVICE IDENTIFIER 1 { V| (DD)z#####419 DEVICE IDENTIFIER

(P)V1.0.1 SW VERSION i \—/ (P1)A00000003 SERIAL NUMBER
Entry in UDI Database (per SaMD) Entries in UDI Database (per media#SaMD)
SaMD "A’ (DI)X######19 DEVICE IDENTIFIER
(DI)A# ### ##19 DEVICE IDENTIFIER
YES SW VERSION YES SERIAL NUMBER

SW-Collection SKU ,XYZ"  DEVICE DESCRIPTION
This media contains the following registered Medical Devices

(DI)A######19
(DI)Y######19 DEVICE IDENTIFIER
YES BATCH/ LOT

SW-Collection SKU ,XYZ"  DEVICE DESCRIPTION
This media contains the following registered Medical Devices

(DI)A### 44419
(DI)Z######19 DEVICE IDENTIFIER
YES SERIAL NUMBER

SW-Collection SKU ,XYZ"  DEVICE DESCRIPTION
This media contains the following registered Medical Devices
(DI)A######19
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Case 2b shows the approach where one SaMD is distributed on different media/channels and where
the physical media/channels (USB-Thumb Drive, WWW-Distribution, DVD) are production-
controlled by BATCH/LOT. In this case the physical media/channels are allocated different DIs/Pls to
make them distinguishable from the RAW SaMD.

In this example there will be four corresponding entries in the UDI-Database (UDID): one reflecting
the ‘RAW’ SaMD and one for each physical media/channel. The latter refer in the device description
to the record of the ‘RAW’ SaMD.

HH] 2b 1L, 1D SaMD A3 E72 5 MK/ F v FUTEYE S, BN EEE ST v oL
(USB A€V, *v MidfF, DVD) BT/ vy N THEEEHIN TODLHAZRLT

WET, ZOHA. ‘RAW’ SaMD & XFITE 5 X 512, MENREHE T ¥ rVICIT 7

5 DL/ PILAEID B THILET,

ZOBITIE, UDIT—#_X—Z (UDID) (24 SDXdT 2= b UNRH Y £9, 1 DFRAW’

SaMD Z ML L7z b D, KV ITENZENOYER) R R AL K L7 b DT, %BH L,

FRDOFHINTEB W TRAW SaMD D L a2 — R & B L £,

Case 2b
Example of 1 Software on more than 1 Media. The Media are controlled by PI
Batch/Lot. The DI on Software and DI on Media are different

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)
==

* ' About this software

a DEVICE IDENTIFIER
[ B BATCH/ LOT

WWW.

(DI)Y######19 DEYICE IDENTIFIER
(PI)A00000002 BATCH/ LOT

Regulatory information

In this dialog, you find regulatory information related to
this product:

(DI)A######19 DEVICE IDENTIFIER ‘ (DI)Z######19 DEVICE IDENTIFIER
(P1)V1.0.1 SW VERSION i (PI)A00000003 BATCH/ LOT
Entry in UDI Database (per SaMD) Entriesin UDI Database (per mediazSaMD)
SaMD ‘A’ (DI)X######19 DEVICE IDENTIFIER
(DI)A######19 DEVICE IDENTIFIER
YES SW VERSION YES BATCH/ LOT

SW-Collection SKU ,XYZ" DEVICE DESCRIPTION
This media contains the following registered Medical Devices

(DI)A######19
(DI)Y###££4£419 DEVICE IDENTIFIER
YES BATCH/ LOT

SW-Collection SKU ,XYZ" DEVICE DESCRIPTION
This media contains the following registered Medical Devices

(DI)A######19
(DI)Z######19 DEVICE IDENTIFIER
YES BATCH/ LOT

SW-Collection SKU ,XYZ" DEVICE DESCRIPTION
This media contains the following registered Medical Devices
(DI)A######19
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Case 3a shows the approach where more than one SaMD are distributed exclusively by DVD and
where the physical media (DVD) is production-controlled by SERIAL NUMBER. In this case the
physical media is allocated different DIs/Pls to make it distinguishable from the RAW SaMDs.

HH 3a 1%, HED SaMD 7 DVD O A THEUE v, MENREEHA (DVD) BNy U 7 LVEE
THAEEHRINTWASEEEZ TR L TWET, ZOHE. ‘RAW’ SaMD & XBITx 5% Xk 51z,
YR 7R BRI IR 72 5 DUPIL A EI 4 CTHNE T,

In this example there will be four corresponding entries in the UDI-Database (UDID): three reflecting
the ‘RAW’ SaMDs and one for the physical media. The latter refer in the device description to the
records of the three ‘RAW’ SaMDs.
ZOFTIL, UDI 5 —#X—XZ (UDID) {Z 4 DDOxfIad 2= MURHY £, N 3 D
‘RAW’ SaMD Z XM L7= b D, 1 DIIWERY R iR 2 ik L 72 b O T, BHIL, Bl
IZHB VT3 DD RAW SaMD DL — REZM L £,

Case 3a

Example of more than 1 Software on 1 Media. The Media controlled by PI Serial
Number. The DI on Software and DI on Media are different.

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)

& About this software (A) g]
' About this software (B) g]
R « ' About this software (C) ——
Ir
vl g
Et t | Regulatory information
In this dialog, you find regulatory information related to
E this product:
N— (DI)C=zzzzx 19 DEVICE IDENTIFIER
L (PIIV1.0.1 SW VERSION
— -
\ =)

®

(DI)Z######19
(P1)000000001

DEVICE IDENTIFIER
SERIAL NUMBER

Entriesin UDI Database (per SaMD)

SaMD ‘A’
(DI)A######19
YES

SaMD ‘B’
(DI)B######19
YES

SaMD 'C’
(DI)C######19
YES

DEVICE IDENTIFIER
SW VERSION

DEVICE IDENTIFIER
SW VERSION

DEVICE IDENTIFIER
SW VERSION

Entry in UDI Database (per media#zSaMD)

(DI)Z###44##19 DEVICE IDENTIFIER

YES SERIAL NUMBER

SW-Collection SKU ,XYZ* DEVICE DESCRIPTION

This media contains the following registered Medical Devices
(DI)A###4##19

(DI)B###4£##19

(DI)C######19
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Case 3b shows the approach where more than one SaMD are distributed exclusively by DVD and

where the physical media (DVD) is production-controlled by BATCH/LOT. In this case the physical

media is allocated different DIs/Pls to make it distinguishable from the RAW SaMDs.

F4 3b 1%, BED SaMD 7% DVD O A THUE S4v, B ER (DVD) 23N F 1y
FTAERBEINTWOSHEZ R L TVEY, ZOHE, ‘RAW SaMD & XRITE 5 &9
(T, WERR R BRICI3 R 722 5 DL/PLSEI D Y THNET,

In this example there will be four corresponding entries in the UDI-Database (UDID): three reflecting
the ‘RAW’ SaMDs and one for the physical media. The latter refer in the device description to the
records of the three ‘RAW’ SaMDs.

ZOFTIL, UDI 5 —#X—XZ (UDID) {Z 4 ODOxfIad 2= MURHY £, N 3 S
‘RAW’ SaMD Z XM L7= b D, 1 DIIWERY 2 iR 2 Sk L72 b O T, BHAIL, Bl
IZHBWT 3 DD RAW SaMD DL — REZM L 7,

Case 3b
Example of more than 1 Software on 1 Media. The Media is controlled by PI
Batch/Lot. The DI on Software and DI on Media are different.

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)

' About this software (A) g]
= About this software (B) ﬂ]

R « 1 About this software (C) i

ol .

Et L Regulatory information Q

In this dialog, you find regulatory information related to
E this product:
L (DI)C#2sss2 15 DEVICE IDENTIFIER : (DI)Z######19 DEVICE IDENTIFIER
L e SwvERsIoN i (P1)000000001 BATCH/LOT
\ |
Entriesin UDI Database (per SaMD) Entry in UDI Database (per media#SaMD)
SaMD “A’ (DI)Z######19 DEVICE IDENTIFIER
(DI)A######19 DEVICE IDENTIFIER
YES SW VERSION YES BATCH/ LOT
SaMD 'B’ : W
(DI)B######19 DEVICE IDENTIFIER SW-Collection SKU ,XYZ DEVICE DESCRIPTION
;EhS/ID e SW VERSION This media contains the following registered Medical Devices
(DI)C######19 DEVICE IDENTIFIER (DD)A######19
YES SW VERSION (DL)B######19
(DI)C####4##19
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Case 4a shows the approach where more than one SaMD are distributed on different media/ channels
and where the physical media/channels (USB-Thumb Drive, WWW-Distribution, DVD) are
production-controlled by SERIAL NUMBER respectively BATCH/LOT for WWW-Distribution. In
this case the physical media/channels are allocated different DIs/PIs to make it distinguishable from
the RAW SaMDs.
1 4a 1T, BEEO SaMD 1357 DI F v 1L TRUR S 4L, BRI IEE T e rov
(USB A€V, *v Midfg, DVD) B U TAEELRy MEHDONNy T/ 1y FTH
PEEBESNTVLHEEZRLTWEY, Z0O5HE, ‘RAW SaMD LXFITE 5L 912, &
B 7R R F v FVIIE, $72% DL/PLAYEID Y THRET,

In this example there will be six corresponding entries in the UDI-Database (UDID): three reflecting
the ‘RAW’ SaMDs and three for the physical media. The latter refer in the device description to the
records of the three ‘RAW’ SaMDs.

ZOFITIX, UDI 5 — X _X—X(UDID)IZ 6 DDOxfind b MUNRHY 4, N 3 i
‘RAW’> SaMD Z KM L72b D, 580 3 DIIMERAREHAZ KR L= b 0T, H%EIT,
OB IBNT I DDORAW SaMD D L 22— REZSR L E T,
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Example of more than 1 Software on more than 1 Media. The Media are controlled by Serial
Number or Batch/ Lot (www). The DI on Software and DI on Media are different

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)

« About this software (A) “I

= About this software (8) ﬁl

R » About this software (C) “l

('] t] Regulatoryinformation

In this dialog, you find regulatory information related to
this product:

(DN)C##222210 DEVICE IDENTIFIER
(PIjv1.0.1 SW VERSION .

([

DEVICE IDENTIFIER
SERIAL NUMBER

WWW.

(DI)Y#####419
(PI1)AD0000002

ICE IDENTIFIER
CH/ LOT

(D) Z######19 DEVICE IDENTIFIER
(PI)A00000003 SERIAL NUMBER

Entries in UDI Database (per SaMD)

SaMD A’

(DI)A###£##19 DEVICE IDENTIFIER
YES SW VERSION

SaMD "B’

(DI)B######19 DEVICE IDENTIFIER
YES SW VERSION
SaMD'C’

(DI)CH#H#####19 DEVICE IDENTIFIER
YES SW VERSION

Entries in UDI Database (per media#SaMD)

(DI)X######19 DEVICE IDENTIFIER

YES SERIAL NUMBER

SW-Collection SKU ,XYZ* DEVICE DESCRIPTION

This media contains the following registered Medical Devices

(DI)A## #H#H#H#19

(DI)B######19

(DI)C####4#19

(DI)Y######19 DEVICE IDENTIFIER
YES BATCH/ LOT

SW-Collection SKU ,XYZ" DEVICE DESCRIPTION

This media contains the following registered Medical Devices
(DI)A######19

(DI)B######19

(DI)C######19

(DI)Z######19 DEVICE IDENTIFIER
YES SERIAL NUMBER

SW-Collection SKU ,XYZ" DEVICE DESCRIPTION

This media contains the following registered Medical Devices
(DI)A######19

(DI)B# ### ##19

(DI)C######19
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Case 4b shows the approach where more than one SaMD are distributed on different media/channels
and where the physical media/channels (USB-Thumb Drive, WWW-Distribution, DVD) are
production-controlled by BATCH/LOT. In this case the physical media/channels are allocated
different DIs/PIs to make it distinguishable from the RAW SaMDs. In this example, there will be six
corresponding entries in the UDI-Database (UDID): three reflecting the ‘RAW’ SaMDs and three for
the physical media. The latter refer in the device description to the records of the three ‘RAW’
SaMDs.

HH 4b 1X, #HED SaMD 23 E 7 DK T v 2V TTEME S, B RIEA T xov

(USB AEVY ., Xxv MG, DVD) v F By NCEEEFEHINTWAELEZ R LT
WET, ZOHA. ‘RAW SaMD & XRIITE 5 X 912, WENREHE T ¥ xVIIT B2
HZDL/PIMEID B THNET, ZOFITIE, UDIT—H—2Z (UDID) 26 2D%GT 5
TR URHYET, N3 OIERAW? SaMD # KB L7=H D, 7Y 3 DIIWEH 2 A %
L7260 TY, HBEIL, HMEOFHIZBWT 3 DORAW’ SaMD O L 21— REZHM L
7,
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Example of more than 1 Software on more than 1 Media. The Media are controlled
by Batch/Lot. The DI on Software and DI on Media are different

Software as a Medical Device (SaMD => UDI) Media (SKU for logistics)

+ About this software (A) HHI
" About this software (B) ﬂl
R " About this software (C) ===

(1] t| Regulatoryinformation

In this dialog, you find regulatory information related to
(|| thisproduct:

L
S— (DI)Ce===2219 DEVICE IDENTIFIER
(PI)V1.0.1 SW VERSION ®

1 DEVICE IDENTIFIER
A ] BATCH/ LOT

WWW.

(DI)Y######19
(PI)A00000002

(DI)Z######19 DEVICE IDENTIFIER
(PI)A00000003 BATCH/ LOT

DEVYICE IDENTIFIER
CH/ LOT

Entriesin UDI Database (per SaMD)

Entries in UDI Database (per media#SaMD)

SaMD ‘A’ (DI)X######19 DEVICE IDENTIFIER
(DY) A######19 DEVICE IDENTIFIER
YES SW VERSION YES BATCH/ LOT
SaMD ‘B’ ) .
(D1)B# ### ##19 DEVICE IDENTIFIER SW-Collection SKU ,XYZ"  DEVICE DESCRIPTION
‘;gfm - SW VERSION This media contains the following registered Medical Devices
(DI)C######19 DEVICE IDENTIFIER (DI)A######19
YES SW VERSION (DI)B######19
(DI)C######19
(DI)Y######19 DEVICE IDENTIFIER
YES BATCH/ LOT

SW-Collection SKU ,XYZ"

DEVICE DESCRIPTION

This media contains the following registered Medical Devices

(DI)A######19

(DI)B######19

(DI)C######19

(DI)Z######19 DEVICE IDENTIFIER
YES BATCH/ LOT

SW-Collection SKU ,XYZ"  DEVICE DESCRIPTION

This media contains the following registered Medical Devices
(D)A######19

(DI)B######19

(DI)C######19

E e

K7 TV Ir—3arHA ROBERICH = - Tid, STATEE A E I, R
WA (PMDA) HEMZEOAIER L, —MRAEHITE AN B ARE Fg e e
H2 UDI LB s UDLELH Rl TR0 ) CEE R (ke Uk)
TR ZHhE N0z, MRIEHOEEZRT D,

GSlJapan Y U =—a Vi 1H ~NWVAT TR T L—T
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