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Preface

FX

Public Comment

INT )Y -aA b

You may submit electronic comments and suggestions at any time for Agency consideration to
http://www.regulations.gov. Submit written comments to the Division of Dockets Management,
Food and Drug Administration, 5630 Fishers Lane, Room 1061, (HFA-305), Rockville, MD 20852.
Identify all comments with the docket number FDA-2013-D-0117. Comments may not be acted
upon by the Agency until the document is next revised or updated.

OAVRE)PIREE) [, LWDTEH eA—)LIZTIHYSEHMAANSF LS
(http://www.regulations.gov), ZEBETODIAAUK(S)IE FDA DRFEBEIFANSEH LS
(Division of Dockets Management, Food and Drug Administration, 5630 Fishers Lane, Room 1061,
(HFA-305), Rockville, MD 20852), HEF UL \=1=KRIC, H%EBEES (FDA-2013-D-0117)
ZHHREL TS, BBFEVEELAVRS)ICH LT REIOSRE F - T EHE THE YN
WFNDTIav MBI EMNEOVATREEL S LVET,

Additional Copies
ARHOATF

Additional copies are available from the Internet. You may also send an e-mail request to
CDRH-Guidance@fda.hhs.gov to receive a copy of the guidance. Please use the document number
1831 to identify the guidance you are requesting.

KEMDT—RE AE—RIENLTAFHEETY. FrlEer—LIZT
(CDRH-Guidance@fda.hhs.gov) FETIIRRECIZELY, ERDRICIE FF1AVMEF
(document number) (1831) ZBAEEL TFZELY,

Additional copies of this guidance document are also available from the:

HE)ICTAFENEVARK UTIZEBNEHELLESLY

Center for Biologics Evaluation and Research (CBER),

Office of Communication, Outreach and Development,

10903 New Hampshire Ave, Bldg. 71, Room 3128

Silver Spring, MD 20993,

or by calling 1-800-835-4709 or 240-402-7800, by email ocod@fda.hhs.gov, or from the Internet at
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/default.htm.
T 5E: 1-800-835-4709 F7=[3, +1-240-402-7800

EA—JL: ocod@fda.hhs.gov

2~y http://Awww.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/default.htm
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Global Unigue Device Identification
Database (GUDID)

Ja—NI)VERBHRBAEREMN T —2X—X
(GUDID)

Guidance for Industry

EERATAAFOR

This guidance represents the Food and Drug Administration's (FDA's) current thinking on this
topic. It does not create or confer any rights for or on any person and does not operate to bind
FDA or the public. You can use an alternative approach if the approach satisfies the
requirements of the applicable statutes and regulations. If you want to discuss an alternative
approach, contact the FDA staff responsible for implementing this guidance. If you cannot
identify the appropriate FDA staff, call the appropriate number listed on the title page of this
guidance.

CDHIEURIEFDA DEZINYIRICETT ST H I/ EEFLZFHITSE. ISk Y,
ODGBAIZEN D GRIEFNS) EEFASCEIZLS FDA ELIXFLRICH L THRBEZLLEES
EDTEHL, BFZET BB LU DER(S)Edi=9 D THNIL AEDFREESF
FEEFHNTESE, LU AEBEFRICET BRI BELS, BT XEHDIEE FDA X¥
w22 RO TS, FDA DEYH T LB EIL, RIS/ EHS
=3,

1 Introduction
1 FFif

The Food and Drug Administration (FDA) is responsible for protecting the public health by assuring
the safety, effectiveness, and security of human and veterinary drugs, vaccines and other biological
products, medical devices, the nation’s food supply, cosmetics, dietary supplements, and products
that give off radiation; and for regulating tobacco products.

RXERRERGRE (FDA) [ EFSIUBYMRAERR. 79T ()BELUZ DD EYHFH
ERERG) KEDE MM, LR REMDE R MEREHERG). BIORE DI
HEOREME. B SLUVXEREBEZHERLT. AREGLEZRET S LICHEEEZHD.

Section 226 of the FDA Amendments Act (FDAAA) of 2007 and Section 614 of the FDA Safety
and Innovation Act (FDASIA) of 2012 amended the Federal Food, Drug, and Cosmetic Act to add
section 519(f), which directs the FDA to promulgate regulations establishing a unique device
identification system for medical devices along with implementation timeframes for certain medical
devices. The Unique Device Identifier (UDI) Proposed Rule was published on July 10, 2012,
followed by an amendment, published on November 19, 2012, modifying the implementation time
frame for certain devices. In developing the proposed rule, we solicited input from a variety of
stakeholders (e.g., manufacturers, global regulatory bodies, the clinical community, patient
advocates) to ensure that as many perspectives were incorporated as possible. The UDI Final Rule
was published on September 24, 2013. UDI initiatives are also underway globally -- the European
Commission released a framework for a UDI System in April 2013; the International Medical device
Regulators Forum (IMDRF) UDI Work Group issued a guidance document on UDI in December
2013.

20074EIZHEfTSNI-FDAZ &% (FDAAA: FDA Amendments Act) M22651$ &U20124 (1
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TENF-FDARE RV A/ A— 3 % (FDASIA: The Food and Drug Administration Safety and
Innovation Act) M614EiIZK->TEME R - ERM LHMEIX 519 (f) EZEMLTRIESL
f=. COEEZIZKY,FDAICK L CEERBRZICA > CTERESROCEBICEADEANFE 15T
BHHE(S)EETHI=HD UDI L RT LR (regulations) AW T S ENRFIIToNT=,
EEMIBERERF (UDI) RAIZEMN2012F7H108(ZFEKRSN, 2012F11 819812, BFED
BBRITHTHERIAL-TLU—LG)EERELTHESNTz, FDAIL, RRAIEDMERKIZFEL.,
BRAEBERAE(S) (REEE () R DR L B(). ERREK, BEIEREEE ()LL) MioltE
|ERD, SHOREFTTREARYBEYAAT, 2013F9A24BIZIEUDI EMBRIZHKRLT -,
UDI 2R3 2ER#H(s) (& HRMICHEDH SN TEY . BUMEESR (EC) &Y. UDI L RTLAIZET
5L —LT—9h 2013548, IMDRF (EE#FRFIDOEKREESILTI+—3L) O UDI 1E
EJIL—T (WG) &YX UDI [CEAFBAHAF VR -FFxar bh, 2013F 12 B IZH TSN,

This document is intended primarily to provide information about submitting data to the database for
device Labelers', entities responsible for submitting data to the GUDID. A draft version of this
document was released on September 24, 2013 with a 60 day comment period, which ended on
November 25, 2013. More than 300 comments were received from 21 entities. In order to
provide labelers access to the latest information as soon as it is available, and address sections that
received the most comments and questions, sections of this document are finalized; sections still in
draft state are noted and will be finalized at a later time.

ARF1AVPD—FEDOBHIX GUDID IZT—2% BT H5EEEF DR IANT—(s) L HIAE
)RR T —ERN—RIZT—AFRETARICHELLHIERERYUTHEIHD, AFFa
AURDRSTRRIE 201389 24BIZHITSNTHY. 2013F 11 258 F TO0R D /ATy -
OAVNABZER T, 300LL EQaAVRE)MRIAAKRKYFTELNT-, SAS—()ITxL. &
FERADRFELT I ERE WA T H=HI12, F = H2EEZLDAAVN)PERI()EZELT-1E
B DABREFTEIESBMUT. KEREZFTLED-, #HOHMDEH()IE BREFR TSI
THHAZEIEREBLTHY, RICREBELTRITINS,

Please note that database enhancements may continue, to improve user experience, build in better
validation rules, and make other necessary changes as we “learn” from the initial roll-out and
implementation. We intend to periodically update this document to reflect system changes and
enhancements.

PVHEBOFERAZRBRIVEVLGLL, A—F—EEEZMYAARY, KYRBWNEEEIL—IL(5)%E
HHARAATEY, F- DEREBEGS)ZMADCEIZKY, T—AIR—REWEBLEKITHEEFRMLT
BTV =1=E1=0, FDA (X, EHMICARRF A EEHL . DATLDEEOR B E L
LTL,

' The UDI Final Rule (http://www.fda.gov/UDI) defines labeler as “any person who causes a label to be applied to a
device with the intent that the device will be commercially distributed without any intended subsequent
replacement or modification of the label; and, any person who causes the label of a device to be replaced or
modified with the intent that the device will be commercially distributed without any subsequent replacement or
modification of the label, except that the addition of the name of, and contact information for, a person who
distributes the device, but even without making any other changes to the label, is not a modification for the
purposes of determining whether a person is a labeler.”

' UDI B&#3R8] (http://mww.fda.gov/udi) TIE SRS—DEHZE. “SNILEFDERML LIEET L
FERETHEICRBSE SN T AREFICTINLEFEATIE. BLUV EERBOINILETDER X
BULKFERTILEERETHIGFSICRBESESIEMNTHRINLERBELIIEEFETHETHY, StRHE
BEMRSEDIEDEMOEREDHTEMT HIEEIL INT—DEENSTNIE. TNEEELEEDL
W,” &L=,

FDA's guidance documents, including this guidance, do not establish legally enforceable
responsibilities. Instead, a guidance describes the Agency's current thinking on a topic and should be
viewed only as recommendations, unless specific regulatory or statutory requirements are cited.

The use of the word should in Agency guidances means that something is suggested or
recommended, but not required.
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ARF1AVMEEDT FDA DAAF VR -RF2AVNMIERBEFI NG, ThEhDHA
FURIZIE FEVIIZET S FDA DEDFRRTHDEZAMNEHINTEY, FHFEDRFIDLL
(FEEEHG)ESIALGLRYIE HES)ELTARLTLNS, FDA OAAFUX(s)ICEAL
1=FAFE should [FIRFELLLITHETHY, EFFTIEAELY,

2 Unique Device Identifier (UDI)
2 EEpEIREAFRF(UDI)

The “unique device identifier” (UDI) should be created and maintained by device labelers based on
global device identification standards managed by FDA-accredited Issuing Agencies’.  As of the
publication date of this document, we have accredited three issuing agencies — GS1, HIBCC and
ICCBBA. The ‘UDI Formats by FDA Accredited Issuing Agency’®, provides the standard UDI
formats for the three issuing agencies.

“ERMIREABAF (UDI) X FDA ARFETHE(S)"THS GS1 HIBCC.HELU ICCBBA
NEET LR EEEBRERBINEELRIIBBRDOINT—()IMERLEETSH, EH
‘UDI Formats by FDA Accredited Issuing Agency (FDA 2D FEITHERE(s)IZ&5 UDI I4—<
IRE) P IST ENENDFKITHEBEICKDIZE UDI 74— Vb E)EERBAT 5.

With certain exceptions, a UDI is required to appear on the label of a medical device and be
composed of two parts:

BRI KR (5)ZPRE. UDI (FEEMBDOINIVLIZRTTEIIENERINTEY, LLTF200D /N
—k(S)TERAEh TS,

» Device Identifier (DI) - a mandatory, fixed portion of a UDI that identifies the labeler and the
specific version or model of a device; and

o BEZSETIF(DI) - UDI ITHBEDEET—2THY. BBDIRT—B LV FE/NN—avil
KIFETILEHINT S,

* Production Identifier(s) (P1) — a conditional, variable portion of a UDI that identifies one or more
of the following when included on the label of a device”:
o BEHAFPI) - UDI DEHRETRELLGHIEEFERTHY, EERBBDINILIZRRE
NTWD' TRDS36, —DRIIEHEHHNT 5.
o the lot or batch number within which a device was manufactured;
o HBDHEAVIESHLLLINVFES
o the serial number of a specific device;
o BEHBDOIITILES
o the expiration date of a specific device;
o RFEHBDANIAR
o the date a specific device was manufactured;
o FEWMBOHEH
o and, for an HCT/P regulated as a device, the distinct identification code required by 21 CFR
1271.290(c).
o EEMILLTHTSNS HCT/P AIZ 1271.290(c) (HCT/P rSvF2F) BEFDIT
SRR O—F,

? Refer to the UDI Final Rule (http:/lwww.fda.gov/UDI) for details on issuing agencies and their role in UDI
assignment.

2 BITHE()RU. D UDI EYLTOREIIZBILTIZ. FDA ORKRAISBOL
(http://www.fda.gov/UDI),

® See UDI Formats by FDA-Accredited Issuing Agency (formerly Appendix C), available on www.fda.gov/UDI

* www.fda.gov/UDI [T AF a4, UDI Formats by FDA-Accredited Issuing Agency (ETIE #EE8A C &
LTREHLTLV) 25RO IL,
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{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/Glob
aluDIDatabaseGUDID/UCM396595.doc)

* See 21 CFR 801.40(b)

21 CFR 801.40(b) {UDI M74—<vk) ZSBNDE,

Therefore, UDI = DI + PI.
&£>T.UDI=DI +PITHA.

The DI can be used to look up information about the device in the GUDID.
DI ZREFX—LLTHERAL.GUDID THRICRET HEREANDIENTES,

Any identifiers beyond those specified in this document are outside the scope of the FDA regulated
uUDI.

ARF L AVMITT N F(s) L5 &, FDA HA#R#IF 5 UDI DEEEEICEFLLY,

3 Global Unique Device Identification Database

(GUDID)
3 R—NILEE#BBREKEBEN T —4R—X
(GUDID)

The GUDID serves as the repository of key device identification information. The GUDID
contains ONLY the DI, which serves as the primary key to obtain device information in the database.
Pls are not submitted to or stored in the GUDID; the GUDID contains only production identifier
flags to indicate which PI attribute(s) are on the device label.

GUDID (&, #aFHAIEBRO T ELYRON)—ELTO®RBZER-F. GUDID [ZIE DI OH
MEHINTEY, HRT —IN—ATERRBORBBREZR/IIT—0BEETSH. Pl (&
GUDID [Z[FRHESNBHELGL REDLSNAL, GUDID (2 EERESHZDINILEITTREN
TS Pl OEMZRTHERIFDIZVI (S)DAHMNELFESNTIND,

The GUDID includes all of the data elements required by 21 CFR 830.310. The GUDID also
includes certain ancillary administrative data used to develop and maintain the GUDID and to
facilitate integration of DI information with internal FDA systems. A complete list of GUDID data
elements and descriptions are provided in the ‘GUDID Data Element Reference Table’. For those
data attributes in the GUDID that appear in medical device labeling, the attribute values submitted to
GUDID should be consistent with their representation in the labeling. See example in Appendix D,
which maps some GUDID attributes to a fictitious device label.

GUDID [2[%,21 CFR 830.310 (UDI [CZERSNBHIER) [CTERSNESGINTOT—2ESR
()MERFESNS., GUDID [CIFFE-, EERADHBMMT 40 EBHINTEY,. FDA RET R
TLE DI O#EERETHEMT GUDID DERFELALTHURIZERENS., GUDID T
—REHRG)DE) ARE LUERA(s)Z, ‘GUDID Data Element Reference Table’® IZ52L1=. E
BRI ONILICRIRSN,GUDID [ZERERSNDT—H2EM(s)I&L. GUDID ITREShiz=T7—4&
INVITRRENDT—AN—HBLTLDHIENEFELL, ThICBEALT EEDOHBEEEL
THERLIE=SRILDBFIZE, DD D GUDID BiE(s)&#IZ #F D TR,

The design principles guiding GUDID development include the following:
GUDID BA%ICRAY ERETREZLUTICRET 5.

» Standards-based submission with two options:
o EEFRICLIRBEAZICIETR2DOODA T av(s)hiH 5.
o Structured input via the GUDID Web Interface — requires manual data entry and is geared for
low volume submitters.
o GUDID 717 -A2A8—J1—RENLIEELAVTYRTHY, T=aT7ILTO AN LR
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516, LIENT—ED A AIZELTLNS,

o Health Level 7 (HL7)° Structured Product Labeling (SPL)’ submission via the FDA
Electronic Submissions Gateway (ESG)°®. — allows for submission via xml files and is geared
for high volume submitters.

o FDA DEFHIRES —r9 x4 (FDA Electronic Submissions Gateway (ESG))° #4rL7-
Health Level 7 (HL7)® D#& &L & RESANIL(SPL) IZLBIBETHY . xml T7AIL(s)%&(E
FAL-IREAFTRETHY. EED T —HDIRHIZALITULNS,

» Standards-based data repository with controlled vocabularies including:
o E—AEGC)ZRAWVT—2 - LROMN)—ICIETELNHD.
o Dun & Bradstreet (D&B) Number (DUNS)’
o TAIADE Y - FUR-TSYRRM)—k (D&B) NEEB I ALEI—FDFEEE AT
Ly (DUNS)? OZET HURESRD.
o Global Medical device Nomenclature (GMDN)*
o EEMIFEE—MRMELTIFIXEL (GMDN)Y
o FDA Product Codes
o FDA EARFEI—(s)

* Free and public access to the device information in GUDID via public search; download capability
is planned for the future.

*GUDID DHEB|/IFRIZIX, Dz ITENLT—RICERTT IR BENTES, ForOo—F
BERE (XIS 3E, TELTLVS,

> See GUDID Data Elements Reference Table (formerly Appendix B), available on www.fda.gov/UDI

* www.fda.gov/UDI (2T AFaTE%L, GUDID Data Elements Reference Table (ETI&#E 25488 B LLTREL
TW=) Z28RBDIL,
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/Glob
alUDIDatabaseGUDID/UCM396592 xIs)

® HL7 is a standards development organization, whose mission is to provide messaging standards for
interoperability, exchange, management, and integration of data that supports clinical patient care and the
management, delivery, and evaluation of healthcare services. Visit http://www.hl7.org for more information.

® HL7 (L iZEG)BERBBTHY, T—ADHEERMY, T, EES LT HEITEY ALRY T -H—ER
[CHEITHERREET7. BB RUSLUFHAICH T DAV DU TIRE()ERET 52 EEIviav el Ty
%, EFEMIERR(Z. http://mvww.hl7.org [CTAFATAE,

" Structured Product Labeling (SPL) is a HL7 standard for the exchange of product information using extensible
markup language (XML).

T OEEEERINIL (SPL) LXK IRY—IT7YTEE (XML) EEALTHRIERERIRT D HLT 2%
D—DOTHS.

® FDA ESG enables the secure submission of regulatory information. For more information, please visit:
http://www.fda.gov/esg

° FDA 0 ESG #HRAYAILITKYRSEMERDIZHA LS,  SHMMIERIT.
http://www.fda.gov/esg IZTAFETHE,

°  Data Universal Numbering System or D-U-N-S® Number is a unique nine- digit identification number assigned
and managed by Dun & Bradstreet to business entities. For more information, visit
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm162544.htm

° AR RF L (Data Universal Numbering System) 4, %> X Z&E (D-U-N-S® Number) (&, 7 AUHD
B TUR-TIURRN) =" EEAFELEET HEADMTHAFTHD, FEHRFERIL
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm162544.htm [ZTAF A8k,

1% Global Medical device Nomenclature (GMDN) is system of internationally agreed descriptors used to identify
medical device products and is managed by the GMDN Agency. Visit: http://www.gmdnagency.com/default.aspx
¥ EESREE— AT A (GMDN) (& HRNLEEEOLEERBBC)DOHIEASNDIRETF
(5)THY.GMDN HEMNEELTLND, FEMIFEIRIL, http://www.gmdnagency.com/default.aspx [ZTAFA]

ak,
[:[=8

8/41



Contains Nonbinding Recommendations 74 #/ D% \E4Z

3.1 GUDID Key Concepts
3.1 GUDID OFx—-avtTJ+

The next few sections present an overview of GUDID key concepts such as GUDID account and

user roles, the device identifier record, and the device identifier record life-cycle.

Note that these

concepts apply to both GUDID submission options — Web Interface and HL7 SPL xml file

submission.

Following this section, details on each of the GUDID modules are presented.

CDRIZEHELN DD DEI(S)T.GUDID OF—-artFhs)THS GUDID OFAHIU P
—HF—D&RE| BRI TR BIUBREAN FERBEDOIA T FAIIEEDBEZHRAT
b, hnavEIrE)F 9T AUA—T—AB KLY HL7 SPL xml Z7AILIZ&B2DD

GUDID AT av(s) BRSNS EIZEBET S,

IL(S)DEFHE(s)ZEREAT B.

3.1.1 GUDID Account
3.1.1 GUDID FZAo>k

Labelers that are required to submit information to the GUDID should first request a GUDID

account.

ZDHEILIETIE, % GUDID EVa—

The structure of the GUDID Account and the different user roles are depicted in Figure 1.

GUDID IZ1ERIREZFROSNTNDEIARS—()IE. £9.GUDID DF7HI U hEFREET 5.
11ZGUDID 7HOUhD#EER VI —F—REIG)DEFZRERERT 5.

GUDID Account

Identified by Company DUNS Number —
headquarters or parent DUNS for the
Labelers in the GUDID Account

GUDID PHovk

%MD DUNS ESICKYBAISh. £h
1.GUDID 7HIUMIHBEIAT—DK
HELITHERHLD DUNS BELLD,

Labeler Organization
ISR

1
may have one or more

— 2B EEHKATRE

has one and only one

—ADH >

may have one or more

Regulatory Contact:

Responsible for ensuring labeler
organization meets GUDID
submission requirements

EEREO:

SRS—HN GUDID RHEREH
BLTWAILERAGIDIZTHEE
EHOTLS,

Regulatory Contact

—2HBVFEMATEE SEMEED
Labelers Third Party Submitters
FRF—(s) E=ETHHRH
" Labeler DUNS 1 || " Labeler DUNS 2 || " Labeler DUNS 3 || Third Party DUNS 1| {[Third Party DUNS n
SAR5— DUNS 1 S5A_5— DUNS 2 SA5— DUNS 3 || 55— DUNS n E= % =% DUNSn

Coordinator User:

of the GUDID account for
assigned Labeler DUNS
A—FAR—E—a—F—
K& Z1T-55— DUNS
@ GUDID 7hIUMEEIC
HEEED,

Labeler Data Entry User:
Responsible for day to day
entry, submission and

assigned Labeler DUNS

K#EE 2155 — DUNS

BEEBELTHEEERD,

Responsible for management

SRS—-F—8AHI—H—:

DI :EEA N RHELVUEIEIZ, GUDID Labeler Data Entry User 1

T~

n

GUDID Coordinator 2
GUDID a—F1k—4— 2

GUDID Coordinator 1
GUDID a—F4Fk—4— 1

management of DI records for

(2]
GUDID Labeler Data Entry User 2

GUDID SRS— F—4#AH1—H— 1 GUDID SRFG—-F—FAh1—H— 2

Third Party Submitter:
Company/individual authorized to
submit GUDID information on behalf
of the Labeler.

E=ETHHRHE:
HEINF—&Y, GUDID E#IREZE
ERICEFASINF-EHDVFEA,

GUDID Labeler Data Entry User n
GUDID $R5—-F—#Ah1—H—n

Figure 1: GUDID Account and User Roles
B1: GUDID PHIvh&1—HF—D&E

* A Labeler Organization may have one or more GUDID accounts.

o IRS—DMBIIIDFEITFNLULD GUDID ZHIURS)ZRETBIENTES,

» GUDID utilizes DUNS numbers to enable identification of labeler organizations using a uniform
standard and process. The DUNS number as an important component of the FDA Unique Facility
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Identifier System, along with a Geocode, which specifies the exact location of the facility (GUDID
does not collect Geocodes).

«GUDID TI&,DUNS HE()ZEEAL M—EESLUVTOERZFEALT IAT—HBI(S)D
HAZAIEEIZT 4. FDA DEIFAMERFAMNATLOERZGERD—DOTHS DUNS &S
%.Geocode (VA I—F: FFAZEMIFER (BELEE) TRLEI—F) EHITERAL HERIE
BROERHERMBEEMDIENTES (GUDID (X, Geocode #UNET B &ILALY.)

» Labelers should manage their company information via the DUNS number and GUDID pulls
company name and address from the D&B DUNS database.

« INT—(s)IX.DUNS BSICLYEEFHREEEL.GUDID (I, EXZWPEFRZE D&B D
DUNS T—H~R—R&LYFIEHT.

» Each GUDID account is identified by the Organization DUNS Number

« & GUDID 7ho b, B3O DUNS BESICKYHERISh S,

o This DUNS number represents the labeler’s view of the highest corporate level in the labeler
organization; it may be the headquarters DUNS number, or the parent DUNS number for the
labelers included in the GUDID account.

o ZM DUNS HF([F SAS—HBOP THREMICAET HHE#MERLTEY. TN(E. K
M DUNS HF S TH-=Y. INFT—()DHRELDE S THY.GUDID 7HOURELT
RLERSND.,

o Please ensure that the name and address in the D&B DUNS database is accurate, as this

number is used to identify the labeler organization in GUDID; company name and address are
pulled from the DUNS database.

o DUNS &S (&, GUDID [2HEWT, IAS—HigZEH#A T H=OIZERSNHD T, D&B
DUNS T—AAR—RIZEFIN TV S HZABELVERNELNELDTHAZLEHEE
1295, ©EREMERIE DUNS T—IR—X KYF|EHEIND,

o The organization DUNS number serves as the primary key for the GUDID account. Once
used, it cannot be reused to create another GUDID account.

o #A#d DUNS FEBIL. GUDID 7HVUMNIBWTE—F—LLTHERASING, —EF
FAL-FES(E thd GUDID 7HOUMERD=OICEBFERT S LI TELGL,

o The organization DUNS number can be used as a Labeler DUNS number (see below).

o #A#MD DUNS &HFSIL S5 —D DUNS HFS (Labeler DUNS Number: &G540

SHZEHANTS
[http://www.udiconference.com/presentations-2012/9-18-1100-Konduri.pdf])) &L TERR]
RETHD (LLTSH),

* Each account should have only one Regulatory Contact.
o« BT HIUMIRLT, —DDiERFHZE O (Regulatory Contact) DHEFDLEHRET D,
o As noted in 830.20(a), a Regulatory Contact™:
0 830.20(a) {UDI ~MEK) TR BEY. EZHRHZEND (Regulatory Contact™) &I, :
= Is the Individual who serves as the point of contact to us on matters relating to the
identification of medical devices marketed by the labeler; he/she is responsible for ensuring
the labeler organization meets GUDID submission requirements.
s EBATHY, SRT—IZKYTIERBESE o SEREIR(S)DHE A BT E2EE()D.
FDA (X9 2EMERELTHEAEL, SANT—HMAN GUDID RHEERZHmRESES
CEEHERICTHILITHTHEREEFHED.

I GUDID Account user contact information provided is for FDA internal use only; not available via GUDID public
search and retrieval.

1R ENI- GUDID 7hO k- A—H—DERKEIFRIE FDA REFICTHHEFRSH,GUDID Z&ELT
—BICRFOEFEROZHE LA TESDITTIIALY,

= Is the highest point of contact for the labeler organization, i.e., we may first contact the
GUDID Coordinator for issues related to the data submitted to GUDID, and if the issue is
not resolved, bring it to the attention of the Regulatory Contact.

« SRS—HBORSMIZHZI4VEEOTHY,FDA (. FF.GUDID a—T1F—
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2—IZ GUDID ICIREFDT 2T EEHG)DEILEHLEEZTL. ThTLEY
MR TERITNIE EREHFIZE DO (Regulatory Contact) IZfILVEHEBE(IZHS,

= Does not have functional user role in GUDID i.e, no user-name or password to access
GUDID.

» HIZIX,GUDID 2L TA—H—FP/N\RT—REH-#UVE . GUDID IZxLT. 2
—HF—EL TDRENERE T AL,

= Can also serve as GUDID Coordinator and Labeler Data Entry user, if so desired (see
below); both of these user roles would have a separate user name and password to access
GUDID.

» GUDID a—F4#%—4— (GUDID Coordinator) 45, SRXS—-F—42 A a1 —H—
(Labeler Data Entry user) D& EI(S)EHFDOCELARETHY (U TESH). TDIHEIL.
GUDID ~D7 7 EADHIZ. ENEADREEICHRDI—HF—RELV/ART—F
ZROEMNHRS.

o You may choose to use a third-party to serve as the Regulatory Contact for GUDID as
described in 21 CFR 830.320(a); you should inform us of your intent to do so during the
GUDID account request process via a letter on your company letterhead, signed by a
responsible official from your organization.

0 21 CFR 830.320(a) {tz5:&AIIBII 5B OMDIER) ITEEIBY. E=BEERHFED
(Regulatory Contact) &L TEIRT HEMNTE, ZDOMEIX. GUDID 7hOUMEREFIZ, £
DE FDA 2, HFZBBOLISREFEEREDY AU HELE—AYFERITTERT
HTENEFELLY,

» Each GUDID account should have one or more labelers, identified by Labeler DUNS numbers.
* & GUDID 7AUUME 55— DUNS BSTHANIND, —DULDIANS—ZHDOIL
THET S,

o Device information would be submitted for the Labelers identified in the GUDID account.

o HERIEHMIL. GUDID FHIUFTHANSNEINST—(s)DI=HITiREEN D,

o Each device record should be associated to a Labeler DUNS number, and is used to pull the
labeler company name and address from the D&B DUNS database.

o BHIMILIIT. —D DI F— DUNS BESLBFTFTONTNHIEANEFELL ZD
DUNS H#S[FIIANF—EEXZEIVERMZ D&B DUNS T—AX—RELYS|IEHT =6
[CEASNS.

o To ensure data consistency the company name associated to the Labeler DUNS number
should match the company name that appears on the device label. Ideally the address
associated with the DUNS number should also match the address on the device label, but since
address is not displayed to the GUDID public user, this is not a requirement; however, labelers
are encouraged to work towards this model for new products and when making changes to
existing products as appropriate.

o TAN—EMERILT H1=HIZ, HFEZINTF— DUNS BSICRFFONEERAIL,
LEEBINILLICRRINTOSEERE—HL TSI LEHET D, EHEMICIK,
DUNS &HE(TIRATIToN S REIE EHBEINILEOERE—HMLTVLIENLEFL
LAY AERRIEL. GUDID [CTABRREINGEL =0, ChEBERBIEE(ELAL, =L IS
— ()X FLLRBZGS) LT F-RITRA)EEEZMALRIE. LEEARTENDNSD
EEHET D,

o Organization DUNS number can be used as Labeler DUNS number.

o #H#MD DUNS FEE%.5 75— DUNS BELLTHERTHLETES.

o Labeler DUNS number, once used, cannot be reused in any other GUDID account.

o —EERAINF 57— DUNS HFSI(I D GUDID 7HVUUMELTEFATSHIE
[XTEALN,

« Each GUDID account should have one or more Coordinators”.
« & GUDID 7HOUMIRLT, —2UEDI—T13—2—(5)2F D LEHRT 5.
o Each Coordinator would be assigned one or more Labeler DUNS numbers, in a given GUDID
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account.
o FEIA—TAF*—F—IZ[X.GUDID HD—D2DT7AHIUrEKY, —DULEDSFAF— DUNS
EENEYHTOHND.

o Coordinators manage the GUDID account for their designated Labeler DUNS numbers.
Responsibilities should include:

o A—TAR—E—()E. ENENICEEEINT-FF— DUNS HFEEICHT IR
GUDID 7hIUreEEY S, BEEHEE)IIUTEET:

= Create Labeler Data Entry (LDE) User account(s) (see below)

» INFG—T—HAN (LDE) 1—HF—-FhIULS)EERT S (ULTSH)

= Assign Labeler DUNS number(s) to LDE(S)

» LDE(S)™. IRT— DUNS BEE#FEIYHTS

= Create LDE User role for a third-party (see below), if so desired

» BEICIELTHE=E (LUTSHR) ~NLDE 12— —REEZFETH

= Serve as Regulatory Contact, if so desired.

 BEITSLTERHEEOELTHET .

= Serve as LDE user, if so desired; separate user name and password is provided for the LDE
user role.

» BEITIELTLDE A—H—ELTHRET 50, £ DIHE . LDE 21— —F BRI, 3l
DA—HF—BELVNRT—FRF5EEN B,

= Serve as the first point of contact and respond to FDA inquiries related to GUDID data
quality, incorrect or inconsistent data, and other submission/data specific questions.

*GUDID T—2DmE. HiE>1=H5 W E—EMZRT—4IZET S FDA KYDFH
WEDhEP ZOMRE/T—2ICETHERICHIELEZY, ZAOEQELTOREZE
85,

o A given Labeler DUNS Number can be assigned to more than one Coordinator (see Figure 1,
Labeler DUNS Number 3 is assigned Coordinator 1 and Coordinator 2). The Coordinators
would then share responsibility for DI records associated to that Labeler DUNS number.

o IRT— DUNS BES(X, —DUEDaI—T4R—3—IZE|YYHTRHIENTES (K1
GUDID 7A o heaA—HF—DREISHE: 55— DUNS HE3 A I—T1%—45—1
E2(TENYHTONTLNG), HEZA—T1R1—3— ()& HEEF5— DUNS HSIZEHE
9% DI RELFRE)ICHTHREZDET HEITLD,

« Each GUDID account should have one or more LDE Users’.
« & GUDID ZHIUME —DLULE®D LDE 1—H— ()2 DILEHET S,
o Each LDE user is assigned one or more labelers, identified by Labeler DUNS numbers, in a
given GUDID account.
o % LDE 1—H—I[Z.GUDID DI F— DUNS BEICTHIIND—DULEDIA
S—@G) 2D IT5N B,
o An LDE user:
o FNEFND LDE 1—H—(:
= Is responsible for data entry, submission, and management of device identification
information for their designated Labeler DUNS into the GUDID.
- RFEENT-5"F— DUNS [CET 2#FEAERD T —2ANIRE. S LUVEEIC
BREERD,
= Can serve as Regulatory Contact, if so desired.
» BEIHELTERFZBODZRBEBIESITENTES,
= Can serve as Coordinator user, if so desired; separate user name and password is provided
for the Coordinator user role.
s BEIGLT A—TA4R— 83— 2 —F—DRENEEIENTE. TDHEE. I—T«
F—E— A—HF—RIDAEICHDI—HF—BENRT—FREEN S,
o A given Labeler DUNS Number can be assigned to more than one LDE user. The LDE users
would then share responsibility for DI records associated to that Labeler DUNS number.
o HZbNT-FRF— DUNS HEI[F. —DLUL®D LDE 21— —ITEYHTHILENTE
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%, HE LDE 1—H—(s)l&. HE% 55— DUNS HFEICEHET S DI FEk(s)ITxtd
HEREEHNETHEITLS.

The labeler has the option to designate third-party submitters for GUDID submissions. A third-party
submitter is a company/Individual (contractor, vendor) authorized to submit GUDID information on
behalf of the labeler. The third-party may submit data on behalf of the labeler, but the labeler is
ultimately held responsible for the information submitted to GUDID.

IRS—[X,GUDID IREDBIZ. F=ZFBZXIRHEEG)ELTIERTHENTES, F=ZETHD
IRHEZEICIX. GUDID I LTINS —DRITIRBZERI SN -0 E£FHIIEAN (FASH.
MAESL) AEYZRSE, ZFOE=ZFX INT—DRITTT—FZRETESLN, Y55 —
M. GUDID [ZIRESNF-ERICHTIRERETZED.

» Each GUDID account may have zero or more third-party submitters.

« & GUDID 7hOUMIDE AN —DULDE=FTHIREEQC)EH DOILNTES.

» Web Interface submission option — a third-party may use the GUDID Web Interface to enter data
for the labeler. You, the labeler, may choose to request the Coordinator user role for the third-party
(request sent to FDA, see section 3.2.1.1.2); you may provide the third-party with LDE user access.
« VxT AUA—TJx—RERAVVRE - £=FIEX. GUDID VT A3 —TJx—REHERALT
LBEINT—DBITT—R3EANTEIENTES, HEINT—IX ERE=FIIHLTa—
TAF—E— - A—H—JREZERTHILELETE (FDA ~NEREZEMNT D, 32112 SH),
T ETDE=FIZLDE 21— — TIERZRHETLELTES.

* HL7 SPL submission option — the third-party may:
«HL7 SPL ZRWLV={RH - H&E=F(T:

o Provide software solution/tool to generate the HL7 SPL xml file; you, the labeler, would then
submit the file via the FDA ESG. or,

o WAEH HL7 SPLxml F7MILERDT=HODY I 7—ICKBBREAOY—ILERH
L. & INT—H FDAESG ZNLTHERIFANILERLE T HENTES, T3,

o Provide end-to-end solution to the labeler, i.e., generate the HL7 SPL xml file, and submit it
via the FDA ESG for the labeler. In order to enable a third party to submit to GUDID via the
ESG, the following should be noted:

o HEEIANS—ITH LT HL7 SPLxml 74 )LZE4£ L, FDA ESG fé’?bf:?&&ifd)b‘
—EREFRSF—DRITTITICELTES, COXEBEE=FBNZRITTETSHLIIIT S
BHIZUTIZBET %

= You, the labeler, should identify the third-party by providing the third-party DUNS number
during your GUDID account request. The third party is associated to your labeler account.
By identifying the third-party, you are authorizing the third-party to submit GUDID
information on your behalf.

» HBEISANT—(EL B GUDID 7HVUUPERICERL T, H5%% =4 DUNS BSZRMH
L, BRI HENEFELL, BRE=ZFE FMEIRNT—TFTHIUMMIFTENS.
AEF: =EHZRATTDEICKY, BEINT—IX EDE=ZFICHLT.GUDID 1F#HZE
ITRETHFZROH=2LITES,
. GUDID HL7 SPL submissions sent via the ESG by a third party not associated to a
GUDID account are rejected.

*ESG ZNLTE=ZENIRETSH GUDID HL7 SPL 1RHE(S)IE. ZDE=EHNEEFD
GUDID 7Aoo TUWVEITAIEE TSNS,

Note that GUDID Regulatory Contact, Coordinator and LDE user contact information provided by
labeler organizations is used for internal FDA purposes only; not available via GUDID public search
and retrieval.

SRS—HBE(s)ICkVIRtSNt- GUDID DERHEOD, Aa—T4R*—2—H KLY LDE 21—+
—DEHIFERIL. FDA ORAEFERABRIG)DAEITIZEHLN,. GUDID [ZT—B1—F—hA%
ROBHROEALLET HEIETELLY,

13/41



Contains Nonbinding Recommendations 2% #/ 7 D7l 4

Submission of device information to GUDID requires establishment of a GUDID account,
regardless of the submission option chosen —via Web Interface or via FDA ESG as HL7 SPL xml
files. Please note that the GUDID account is not by submission type, i.e., a separate GUDID
account is not needed for each submission option. The account identifies the labeler in GUDID and
enables submission of device information via both options. A detailed description of the account
establishment process is in section 3.2.1.1 of this document.

GUDID ~D#RIEHIREICIX IREFRIZ. V1T A2 —T1—RXF (L HL7 SPLxml J7
AILEHERALT FDA ESG DELLEEIRTHICLTEH.GUDID AV RDERMNERINS,
GUDID 7AVUME REFEICEYELGDEIEVODT, LE2DODZAZNICHIDT AU H
ARBBEEGEIDITTREVWEICEE TS, TDTHIUMIKY, GUDID FDINF—H A
Sh, LROVThOFETH HBRERERETHIENFREICLGD. TAVUMERTOEXIC
BLTIK ARFaARD,3.2.1.1 [TEERT B,

Search and retrieval of GUDID information does not require a GUDID account.
GUDID 7HOUh &S TH.GUDID REBFUERDFEAHLAHEESD,

3.1.2 Device ldentifier (DI) Record
3.1.2 ##as#AF D) DR

We plan to finalize this section separately.

RIEF, AIREREETEIL TS,

3.1.2.1 Package Information in GUDID
3.1.2.1 GUDID H®D/\v4r—I gk

We plan to finalize this section separately.
ARIEF, ALEERZETEIL TS,

3.1.2.2 Global Medical device Nomenclature (GMDN)
3.1.2.2 EE#BRDEREMMAE (GMDN)

Each DI record in GUDID requires entry of at least one GMDN Preferred Term (PT) codes. The
GUDID business rules does allow more than one GMDN term to be assigned per DI record, but this
allowance was developed for the rare occurrence where more than one term is needed to accurately
describe the device. It is expected that most records would assign one, and only one, GMDN term.
GUDID ®% DI F8RIC(E 1D LD GMDN EAXZE (PT) a—RAHNNREITLS.,
(GMDN EXRFEFEONDT—ARBERIYBHSNTEY. 5470 GMDN a—K, —DDHERK
BABLIUEEEEL. GMDN T—AR—X L 1—H—HDRLEUVGRABEEZRIRTED LS.
LABABLUEERIRRTEDSSSITLE-TLNVS, ERAETINIE 22— —HGMDN o
—REFERTEHIENFREICGY GEREIFE T AXMO BN TERASNS.) GUDID D&
FREG)ZELY, —DD DI BERICHLTHEIMD GMDN FHEEZEIYHTHILEZZELTLVDA,
CCTHATIEKRIE HAOMBREEREIRAT A-OICERDAEZEELELT AL FITH
Mo THD., [FEAEDEEE)ICIE, —DFZF GMDN REMNEIVETON TSI EZHRF
EESN

GMDN is a system of internationally agreed descriptors used to represent common device types for
the purposes of grouping or categorization. GMDN, managed by the GMDN Agency has been
developed over the past 20 years as a vocabulary that represents the whole medical device arena,
including such specialties as dental products, laboratory equipment, in vitro diagnostics, and
biologic devices with cellular or tissue origins. Each GMDN Preferred Term (PT) has 3 components:
Preferred Term Code (5- digit number), Preferred Term Name, and Preferred Term Definition.
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GMDN is maintained and updated to represent the evolving medical device field; meaning PT
names and Definitions may be edited, new terms may be developed and out-dated terms may be
made obsolete.

GMDN (& #3RE T IL—TIZHF1=U. BRI TV T 5= D, XBEBR 21T ()2 ~TE
BRICBEIN=ER S AT LG)THS, GMDN #HEMNEIET S GMDN (L, 20EIZEST,
BRI B (s) AREE, (RS 21T (in vitro) #35(s). KU MBS ILHEMBH KD EYHERR (5)F
DEMADFHC)LEUEREBREEHICEVWTENTNANERTEDLSIZHFE, HELTVS,

& GMDN EZXEE (PT) (X 30D hnTEY, ThEh, HFHOREKRFEI—R &
KEEAM BLUOEKXREOEERTHERINDG, EREKFITFOBEASOELIZEHET,
GMDN H#EFEHINTEY. EEK PT) EBQO)PEEO)ERELY. HLWAEG)ZEMLE
Y, FEhaLio=AEG)ZELLZYT S,

The GUDID represents the first implementation of the Global Medical device Nomenclature
(GMDN) within FDA. To obtain access to the GMDN vocabulary and to select GMDN terms for
submission to the GUDID, companies should first become a member of the GMDN Agency. Visit
http://www.gmdnagency.com for details. While GMDN Membership is not required (see ‘GUDID
Search Module’ below), the GMDN Agency offers benefits and services with its Codes that aren’t
available through the free-access GUDID search module.

A GUDID A,GMDN % FDA TH#IHTEREIHFEITHSH. GUDID ~DiRHEMT,
GMDN HAEE(S)~NDT IR, E£f-.GMDN EKRZED:ERET LR ¥ (s)IX. FF GMDN #
BDAUN—IZIHHIEEEDD, FH#IE http://www.gmdnagency.com #S8BMDE, GMDN
AVN—YTNBERINTLSDITTIEAZLA (LLF®D ‘GUDID Search Module’ SE8),
GMDN #BEIL BT VX ICTEREREMNTES GUDID BEED1—IITEAFTELLVEE
O—RE)IZ&KBFE(S) P H—E X(S)FIRHELTLNVS,

Prior to submission of DI records to the GUDID, ensure the following:
GUDID IZ DI EEEk(s)&iRH T 4HIIC, TELEMRICEITT 5F:

* Identify and obtain appropriate GMDN terms for devices requiring GUDID submission.
* GUDID RHZZERSNDHHZR()DE I GMDN EHARFE(s)ZRRLTRIFT S,

* NOTE: if a device requires the development of a new device category, or a new Preferred Term,
this requires time, so please plan accordingly.

IR HLOERHITI)—ORRFBERE T DICEREEET 50, LLLELL Hoh
COHEEZILTTHL.

o When selecting a GMDN term, be advised that GMDN Definitions may contain language
with a specific regulatory definition or implication to FDA. Assignment of a GMDN term
with such language in the name or definition to your DI record does not imply agreement by
FDA to a particular regulatory interpretation for your device.

o GMDN EAXFE#9 5. GMDN EXRZEDEZE(S)ZIEL. FDA ITHL T, HHEHDLIE
B RMEERBNEREZSO RN HLHILETEMR TS, BHE~D DI BRI
GMDN EAXRFEFEELT ZDIIBBMPEREIRAT A LI T EDHAITHT D
FDA OEREIN T HBEZIMo-EAET EITEL,

* If your company has GMDN terms that are currently in use, use the GMDN Agency as a resource
to evaluate the following:
s B THREMADS®D GMDN RE(S)A DX, GMDN #EE%E, LI TOEZREED-HIZE
A9 %:
o Term fitness — determine if this GMDN term or device category best represents the device
o FEEDEYIMYE - XE GMDN AEOESEHNTI) DN —FBI(IEBRERIMNES
AN IS
o Term Status -- determine if terms are “active” or have been made “obsolete”
o FABDOIKE - XtHRAEGS)H. “EHTEE (active)” A, “ERHFLIE (obsolete)” I2ZN T
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WAMEIHHEET S

o If your company’s Codes have been “obsoleted,” identify replacement terms by searching the
GMDN vocabulary or contacting the GMDN Agency for assistance.

o {L, B#OI—K()AY “FERAF L (obsolete)” [TENTLVAD, GMDN REERET
%5, GMDN HEICRL & TRERE()EHEET 5.

o NOTE: GMDN terms accepted by other regulatory authorities may not be acceptable terms
for GUDID DI record submission. The GUDID implementation of GMDN recognizes only
‘active’ GMDN terms.

o FE: tDBFBBG)IZKYFEESNT= GMDN AEE(s)[X,.GUDID @ DI k&L T
RETAEERDOHLNGENEELHSD. GUDID ~[FX, GMDN FHEET “{#HA[HE
(active)” ZEDTFZITHEZ B,

* Submit only active GMDN terms to the GUDID.
«GUDID [ZIX “fEFAT#E (active)” 72 GMDN HHIE(S)DHEIRET S,

During submission of DI records:

DI FEHRDIREICELTIILUTICEET 5:

* For DI record entry via the web user interface, the GMDN PT Code should be used to assign the
GMDN term to the record; the Name and Definitions fields would be auto-populated. (For
submission of GMDN terms in HL7 SPL xml files, see GUDID HL7 SPL Implementation
Specification files, available at www.fda.gov/UDI)

« 1T AUA—T1—REHRTO DI FEHEANICERL T GMDN EXRFEHMBRICEELT,
GMDN EARZBI—FDFEREZEDD (BEAREBI—FEANTELE) BMBLUERGS)T—IL
F)NFEERICANIENS, (GMDN FEE(s)Z.HL7 SPL xml 274)L(s)ICTIRHE I 515
& &, www.fda.gov/UDI [ZT,GUDID HL7 SPL Implementation Specification 7741 JL(s)&%5
BNnE,)

Maintaining GMDN Codes in DI Records:

DI ik LTD GMDN a—F(s)D#HF:

* It is the responsibility of labelers to make sure their DI record information is accurate and
up-to-date. If you maintain a membership with GMDN, the Agency notifies you when your terms
have been modified or made obsolete. If not, it would be your responsibility to update your GMDN
terms periodically or when required to by validation rules (next bullet).

« Bt ® DI EERBHRNEETHY. ZRFDEDTHACELZRIETIDIE SRST—(C)DERE
T&Hb. GMDN NDEEEWRZHIFINIE. GMDN #EIKLY, B THERALTWNSAE(©)IC
EENELCYBRLEIZES BRI ERL N AS., L. RETLHRWNGEX BHTEEEZHE-T
GMDN EAKEE(s)ZF. EHAZE=IZRELIL—ILEG) (RD “o” BB) ITRWNERFOT—2ICLE
{TIEULMFAELY,

* If a GMDN term becomes obsolete, the labeler/LDE should update the GMDN term in order to
pass validation when updating any other DI record attribute.  An obsolete GMDN term doesn’t
require an update, in and of itself, but when editing other attributes the DI record would not pass
validation/review without an active GMDN term.

« % GMDN EARFEMNELIZGES-FRE, H%SF5— /LDE &, £D#thd DI EREEEE
BHH I HMRIC. Z5% GMDN EXRFLEHL REICEBLASTIEWNTARL,  Elksht=
GMDN EAREBZEHITILEIIGVD, ZDHMD DI LEREM()EZmET DRI A3
GMDN EAKRFEMNEE AREE /| BEICEBLAL,

* Once a DI record has been published in the GUDID with an active GMDN term, that assignment
remains until deliberately changed by the labeler/LDE. There is no automatic update of GMDN
terms within the GUDID.

. %% DI 4EH GMDN IZTHIS GMDN EAEZFALTARIANIE ZDH, SRS
— /LDE NERLTEELLZLRY, ZDEKRMEEKRIznS, GUDID H1D GMDN EHZX
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ROV BEBMICEHSNDSIETEL,

* If GMDN information changes, the updated information must be submitted within 10 business
days of the change per 21 CFR 830.330(b).

« GMDN 1&E$RICZEEA A LKL, 21 CFR 830.330(b) (UDI f&$RIZBHACIS) 126N, 10
EXBURICERFHRERBLGSTIEDIFARL,

GUDID GMDN Search Module
GUDID GMDN #®ZE> a—J)L

As stipulated in the Final UDI Rule [78 FR 58786], FDA has developed a GUDID search module,
“Find FDA PT Codes” that enables users to select a GMDN term to be used in their GUDID
submission until a GMDN Code can be obtained from the GMDN Agency.  The FDA Preferred
Term (PT) Codes are a 4-letter code assigned to each GMDN term, in place of the GMDN Code.
The FDA PT Code is accepted into the GMDN Code attribute field in the DI Record and the GMDN
Name and Definitions are auto-populated, as from GMDN Codes. The data entry requirement is
met by entering a GMDN Code (5- digit) or FDA PT Code (4-letter); there is no need to enter both.
Please do not attempt to enter a GMDN Code and an FDA PT Code for the same GMDN term.
Since the FDA PT Codes only apply to GUDID DI Record entry and cannot be used in place of
GMDN Codes for any other system, we encourage GUDID submitters to obtain the GMDN code
and replace the FDA PT code as soon as possible. FDA PT Codes are also accepted in HL7 SPL
xml document submission, but the same limitations apply. (For more details on GMDN entry in
HL7 SPL xml files, see GUDID Draft HL7 SPL Implementation Specification, v1.1 at
www.fda.gov/UDI)

UDI &#&#i8l [78 FR 58786] THELT-HEY FDA [£.GUDID #&FEE>a—)L “Find FDA
PT Codes” #BAFLTz. ZTNIZ&kY, 1 —H—(s)I&.GMDN #RiKkY GMDN EARI—FZHEB
$HFETOM. B#tdD GUDID {RHEIZHERYTS GMDN EXRFEEBIRTEHLENTED. 4XF
@ FDA EZXFE (PT) 2—F(s)l&.GMDN EXFEI—FD%& GMDN EXRZEICH Do TL
%, %0 FDA MOEAREI—FIL DI 588k0 GMDN EARFZEI—FEMHEIr—ILFTROHLN
THY. ZD GMDN EAXREZME IV ERE(S)E.GMDN EXRFI—RICEE ITONTEHE)
HIZAHDEINS, —D0O GMDN ERFEI—F (5H1) F£f=(X. FDA EKRFEI—F (441) O
NMOEAATNIE T—FAAERICHSIZEIZHY, ENEWAZANTIBEILEEL, —D
M GMDN EAZEIZxLT.GMDN EAFEI—KE FDA EAZEI—RE—DFTDAHNTST
EILEE TS, FDA HAZEI—K(s)IE.GUDID DI 28 AAIZLAMERATEY , GMDN EAK:E
O—FE)EERYT MO IAILED L AT LAIZHERATELL =8, GUDID RHEE(S)IZIX. TES
ZITR<{ GMDN EXRZEFEI—FZIELTHRD FDA EAKREE (PT) O—FELEADLBZEDS.
FDA EAZE (PT) O—K(s)IX HL7 SPL xml R¥a AL MRHICHERTEEZAY, LERRD
BR(s)M&H5., (GMDN ~ HL7 SPLxml Z7AILIZCKYA AT BIZHTI=Y, FFMEREA(s) X,
“GUDID Draft HL7 SPL Implementation Specification, v1.1 (www.fda.gov/UDI)” #ZSBNE,)

The Find FDA PT Code module can be found on the GUDID homepage after logging-in with a
username and password. The Find module is separate from the DI record data entry module.

There is no access to the ‘Find FDA PT Codes’ module from within a DI record. An LDE User
should first search and select a GMDN PT Name (and associated FDA PT Code) for a specific
device; then enter a DI record and use the FDA PT Code to assign the GMDN Name and Definitions
to the DI record.

FDA EAKEE (PT) O—K#&% (Find FDA PT Code) EY1—/LI&, GUDID Rh—L-R—D
[CA—H—BENRT—RTRTAUBR. RREND, CORRED2—I/LIE.DI EBHT—2
ARNEDa—)LEFFIDEDTHS, DI 5BEkKLY. ‘FDA EAREFEI—R(s)#FE (Find FDAPT
Codes)’ ~DT7HLAFEL, LDE 1—H—(X . FF.—DD GMDN EXELM (KU,
BOIF5NT- FDA EXREI—F) X RO#R[AITHERL. —D D DI BEkEA AL,
FDA EAXFEI—F% GMDN EXZBELIFEER(GS)E.TD DI LFEROITHEHNTHEA
95,
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Labelers in need of assistance with term selection or new term development are encouraged to
contact the GMDN Agency, www.gmdnagency.com.

EREERICEBLTHMINARE, £ HFLOEREOERNBELFIANZ—(s)[E. GMDN
WA ER T DB EBEH S, (Wwww.gmdnagency.com),

NOTE: Representation of GMDN in the Appendix D, Figure D1, a Fictitious Medical Device Label
is for illustration purposes ONLY. GMDN PT Name and Definition are NOT expected to appear
on the label of a device.

R #EHH D O B D1 TRY GMDN [ RIEMGERKIFSNILTHY, BIRERHA(S)
DAEZIFIZERALTEY. GMDN EXREZEMELUVEERIL BB INILLICRRSNDETE
Ly,

3.1.3 DI Record Life-Cycle
3.1.3 DI ZBRDS1Z- Y17/

We plan to finalize this section separately.

R, BIREREETEIL TS,

3.1.3.1 DI Record States
3.1.3.1 DI BERDIKEE

We plan to finalize this section separately.

RIEF, AIREREETEIL TS,

3.2 GUDID Modules
3.2 GUDID &Y a—JL(s)

Now that the key GUDID concepts are familiar, this section provides a description of the GUDID
Modules.

COEFRETT,GUDID OEFEIVETRE)E+2EALIz. L>T.COHEITIE GUDID £
Da—ILEERAT S,

The GUDID provides two options for submission of device identification information:
GUDID ~D#aRHAIIEIRDIZLE FEE)ICIE LLTD220H 5.

1) Submission of one DI record at a time via the secure GUDID Web Interface.
1) £&#4 GUDID 97 -A3—J1—REMLT.—EIZ1DD DI LiFZEIRH.

2) Submission of one DI record per XML file via the HL7 SPL submission option.
2) HL7 SPL $2HHT XML Z74J/)LC&IZ1DM DI iEFFiRE.

Both submission options require a GUDID account. Please note that the GUDID account is not by
submission type, i.e., a labeler does not need to have a separate GUDID account for each submission
option. The GUDID account identifies the labeler in GUDID and enables submission of device
information via both options.

A DiREAZEICE GUDID 7HOUYES, GUDID ZAVUMNIREAENARLSTH
BLTHAHCEICBET D, Tahb INT—(IRHAEEIZGUDID 7HIOUNEERIFT S
WEIFEL, Z0 GUDID 7AIUKMI&LY GUDID NTIRS—ZEANTHIENTES
O ELLDREAETLHBIFRZIRETES.

The overall concepts presented in this guidance document apply to both submission options. Where
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there are differences, they have been noted.
AINDREFERIZBRANT VR FXIAVMIEEH LA T N)EERT 5.
RHNIFESITEMNEINS.

LY

fk

GUDID provides two information retrieval options for published DI information:
GUDID IZIEBEAD DI FHISKL, LLTF22DZmAELAE(ES)DHD.

1) Search and retrieval of device information via the web interface
1) DT AT REN LB ERORRS IV HEROFEAHL

2) Download capability is planned for the future
2) §O—RHREF FRFELTLS,

GUDID accounts are NOT required for search and retrieval of published information.
NHFAHRBROBRRSIUVFEALELIC.GUDID 7ADURS)IEBELL,

During the initial implementation, GUDID Public Search is temporarily disabled until a meaningful
dataset of DI records have been created.

DI F28RS)[CHBZ LT —Z VI ERESINBETDIT S LIFAEIHIF, GUDID/ YT woke
FILEEZ VK EEIZH B,

Figure 3 provides a pictorial representation of the GUDID modules described above.
R3IZT, LikLf= GUDID EZa—IL(5)ERET 5.

GUDID Search & Retrieval Options

GUDID Submission Options = N
GUDID (iZH A (s) GUDID B3R & ER&HHLITH(S)
Search & Retrieval |
< BE & HAHlL
Public Users
GUDID HL7 SPL —fg1—4H—(s)
Submission
o GUDID Web Interface
GUDID @ HL7 SPL ZiH GUDID M1 A B—T1—2
* System to System

Search & Retrieval
AT LHEERE & F
AHL

v

FDA Electronic Submission
Gateway
FDA OEFHRET—+Vz4A

v

Web Services

Future
“““ e R

Global Unique Device Identification Database
GUDID

Figure 3: GUDID Overview
E3: GUDID DHE
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3.2.1 GUDID Web Interface
3.2.1 GUDID mxF-7>4—Tr—X

The GUDID Web Interface module enables creation of GUDID accounts, submission of DI records,
and search and retrieval of device information. This section focuses on account creation and
submission of device information; search and retrieval details are presented in Section 3.2.3.

A GUDID 917 43— —ANEC1—ILT,GUDID 7HOU DR, DI BRERiIZH. &
FUMBRFROBRRERUVRALHLAAIEREICGS, COEMTIE HBIEFEROTHOUMERELR
HICERZYH TS, F323FHBRERVHEAHELEZRRT S,

3.2.1.1 GUDID ACCOUNT MANAGEMENT MODULE
3.2.1.1 GUDID Z7HOUFEBEDa1—IL

The Account Management module enables creation and management of GUDID accounts by FDA
staff. A GUDID account is required for submitters of device information, i.e., labelers, regardless of
the submission option chosen, GUDID Web Interface or HL7 SPL xml file submission.

ATHIONEBED21—ILIZKY. FDA R2yT7H GUDID 7HIURS)EFERE LUV EET S
CEMTAREICA D, HEBRBEROREEG). THAE,. INT—(X FBRL-IBHAZEH GUDID
1T - AUB—Dx—X HL7 SPL xml 77/ LIRBDWT N TH-TH.GUDID ZH I D
BB,

3.2.1.1.1 PREPARATORY STEPS PRIOR TO REQUESTING A GUDID ACCOUNT
3.2.1.1.1 GUDID 7ZHhOUHERIDERRTVI(s)

Prior to requesting a GUDID account, labeler organizations are encouraged to ensure the following:
SRS —OHEMI(S)IZI4. GUDID THYUMERIET BRI TREMEIT H43I1HET 3.

* Familiarize yourself with the two submission options available — GUDID Web Interface and HL7
SPL xml file submission.

o ERATAEEY GUDID T A3 —Jx—ARE HL7 SPL xml 77/ JILIRHD2DODIRHE A%
)&+ IZEBET S,

* Identify the DUNS Numbers to be used for your GUDID account.
*GUDID 7HVUMERIHBEEAED DUNS &S5 (5)ZHET 5.

o If your company does not have a DUNS number, you can obtain one free of charge from
D&B. Please note that this may take up to 30 business days; please plan accordingly.

o HLL.KENETHMNIEL . DUNS FEIL.D&B Mol DEKTIRETES, BEICEES
TIEXEBAIMNDL=O,. HOMLHETEZEILTTHL,

o Expedited options to obtain a DUNS number are available for a nominal fee.
o {E¥£T DUNS BEEREICRETHIENTES,

o Please visit

http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm162544.htm
for more information.

http://www.fda.gov/Forindustry/DataStandards/StructuredProductLabeling/ucm162544.htm

* Ensure the company name and address associated to the DUNS number is correct; if any changes
are necessary, please update your information in the D&B DUNS database before requesting a
GUDID account.

« 15 DUNS BBICTHROToN-HBREICEMAELNEEZHERT S, TE()H Y
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EIE4A1X.GUDID [TIRE T AHTIC D&B DUNS T—AR—XDIEHMEFHT 5.

* Identify Individuals for the various user roles in GUDID -- Regulatory Contact, Coordinator(s) and
LDE user(s).

*GUDID [T 2B EHDI—H—RE(S)ZHEICT S - EFRHFBRDQ, 3—T41R:—5—(©).
LDE a—H—(s)

o Note that the one Individual can take on multiple GUDID user roles.
o —ADEANEED GUDID 1—H—&RE(S)EIEBIENTEELEIZBET 5.

o If you plan to use a third-party to serve as the Regulatory Contact for GUDID as described in
21 CFR 830.320(a), please inform us of your intent to do so during the GUDID account
request process via a letter on your company letterhead, signed by a responsible official from
your organization.

o GUDID MER#HZROELT, 21 CFR 830.320(a) (#25:4A1ICRET 2ROMIER) 1<
W—ADE=FZEZTLSHEIEL ZD GUDID 7AVURERTAERDKRIC FDA
[ZLT BEBOEERED VAU HLE—~YNTEIT HE.

* Identify an Individual to request the GUDID account; and, once the account is established, to
manage all account changes.

« 35 GUDID 7HVUUMEERTH5— ADEANEZHFEICL, EDTHIUIAREESNTL. T
DEANETOTHIVNEREZEET S,

* Identify third-party submitters, if applicable.
« REITAERIL. E=ZBDREE()ZHMEICT S,

o Obtain third-party DUNS number after ensuring that they have verified their information in
the DUNS database as accurate.

0 DUNS T—HR—ZX LD LHFZE=FEDFERMNELELHEELI-EL T, ZD DUNS &
STRFT 5.

3.2.1.1.2 GUDID ACCOUNT REQUEST PROCESS
3.2.1.1.2 GUDID 7ho rBEETOER

Once the necessary information is gathered, a GUDID account request may be submitted to us. Visit
http://www.fda.gov/UDI for information on how to submit the request.

HEITIERDUNEST T %, FDAIZGUDID ZhOUNEHET S, HEAESIUHELICE

The following information should be provided when requesting a GUDID Account:
GUDID 7hO U BERICIETEEDFREIRHET 5.

* Labeler Organization DUNS Number — this DUNS number represents the labeler’s view of the
highest corporate level in the labeler organization; it may be the headquarters DUNS number, or
the parent DUNS number for the Labelers included in the GUDID account.

o« IRS—HAHD DUNS HFEE - 2D DUNS BSI[ISARS—DFAET HEBODREMIZAE
THRLEDERETIT. FNIEL.GUDID 7HIURRIZHD, SAT—(S)DAL, LLLTES
#t® DUNS HE S THA.

* Labeler Organization Name — this is used for verification purposes only; GUDID obtains company
name and address from the D&B DUNS database.

s INS—DFET HHEBEL - NITRIEEG)DAIZFERTS. GUDID [EFEEXELZELY
{£fT% D&B DUNS T—AR—ZXMN1§5,
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* Regulatory Contact information — name, email, phone, physical address.
« ERFIEROBR - KL BEFA—ILTRLR BEES. .

* Labeler DUNS for the GUDID Account — as indicated earlier in Section 3.1.1, the company name
associated to the Labeler DUNS number should match the labeler name as it appears on the device
label; ideally, the company address associated to the DUNS number should also match the address
on the label, but since address is not displayed to the GUDID public user, this is not a requirement
for data consistency.

« X% GUDID 7HHOUrHEDSARS5— DUNS- £3.1.15TEL-EY,. 55— DUNS &S
[CHRDFoN=S#1 B (X BB INILEDIARS—ZE—HBLTWAIENEFELL ZD
DUNS HBEIZHDOITon-EEFFRE. ZDINILEDERE—BHLTWAIENEBETHS
M AEFRIE. GUDID TRRINAGWLE=O, Ih(E, T—2—BEHED=HDEREIZLALY,

 Coordinator Information:
o A—TAF—A—DIEH

o Contact information — name, email, phone
o lLVEHEED - KA. BFA—ITFLX BEES

o List of Labeler DUNS that is the responsibility of the Coordinator; if there are multiple
Coordinators, please specify the DUNS that each Coordinator is responsible for in GUDID.

o YHA—TAHR—E2—MNBLHFTEI5R5—0 DUNS YRk, O—FT4R—4—HEHDIS
BlE B —TAR—3—HHEYETEHI55—0N GUDID [Z&§FIt7- DUNS ZBREET
3,

* Third-party DUNS numbers, if applicable
« ZEITHERILE=EFED DUNS &S

* Indicate the preferred submission option — Web Interface or HL7 SPL or both

s HEIBIRHEAFEFHTT S — DT - A3 —Dx—RAF=IL HLT SPL, T &EMmA D,

o HL7 SPL submitters should first complete testing as specified in the HL7 SPL
Implementation specification, prior to submitting to production GUDID. Therefore, HL7 SPL
submitters are first provided with a test GUDID account.

o HL7 SPL £H#&(s)l%, EEX GUDID [Z32H 3 %R, HL7 SPL Implementation
specification
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDevi
celdentification/GlobalUDIDatabaseGUDID/UCM376009.zip) IZRT TAMEETT5HE
HAEFELLY, &£OTHL7SPL REEE)ICIE FT.7AHED GUDID 7HVU AR
Y (%R

Note that GUDID Regulatory Contact, Coordinator and LDE user contact information that you
provide is used for internal FDA purposes only; not available via GUDID public search and
retrieval.

RSN S, GUDID ERHFEBA, O—T 43+ —2—H LU LDE 1 —H—DERKFLIERIL. FDA
REDH THEHASINST=H,GUDID TARSNBROFZAHLNESNEEITEL,

Once we receive the GUDID account request, the information is reviewed. We mayl {may ®DAX~
JLSR?) contact the Individual requesting the account with any questions such as discrepancies
with labeler company name and address associated to DUNS numbers, third party information etc.
Once all issues are resolved, we create the GUDID account; the Coordinator receives login
information and a temporary password via a system generated email.

FDA [ZxLT GUDID 7ZhAOUrERAHNIE FDFH/MNEESINSD. FDA (L. HIZIE,
DUNS BEIZHIToN-IRS— XL MEEFTDOHERS). FZBBFROAFE, KELEM
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()&, THIVMEBERTDHEANCHLTITICENHS., FDA L. £ THOEBG)HEREINT-
T, R GUDID 7hOUREERL, H%a—T 41— 2—IR LT BHEEA—/LIZTRY
ANERB L VRD/INRT—FREEET S,

Each GUDID account would have at a minimum:
& GUDID 7HOUMIIZRERUTELELT S:

* one Regulatory Contact
« SEHHEO 14

» one Labeler DUNS number
e 1DM>~"T— DUNS &HE

» one Coordinator — for submitters who are using the HL7 SPL submission option, the Coordinator
user is optional.

«1D2DI—T4R—4— —HL7SPL REAZEZERTHIREEG)CELT. I—T1R—5—-
O —H—IF FEIRATEE,

Once a GUDID account is created:
GUDID 7HhoUrhMER SN BE:

 The Web Interface submitter may login and begin using GUDID.
e V1T AUA—TJ—RIFWMI—H—IL GUDID AV AL THERERIRTHIENTES.

o Coordinator may access the system via their temporary login and password to create LDE
Users

o A—TAF—EF—IX RDOT ALY ID E/SRT—RTURTLIZFZHIEALT LDE 21—
H—ZER T HENHED,

o Coordinator should have the following information to create an LDE user account:
0 A—FAF—H—[L 1DDLDE 1—HF— FHYUIEHRT 1= FROEHEIRE
EE)

= LDE user information: name, email, phone
* LDE 1 —H—1F#f: KR BEFA—ILTFLR BFEES

= List of labeler DUNS to be assigned to the LDE user
» R LDE A—H—IZEYHBTHNEHTIRF— DUNS DR,

o Once accounts are created, the LDE user receives temporary login and password via system
generated email.

o THIUR)DER SN IR, 25 LDE 12— —IFEHBEEA—/IL T ROBS A2 ID
ENRT—FEZITES.

* HL7 SPL ONLY submitters, please refer to section 3.2.2 below for additional details.
*HL7 SPL DA ZFERT HIREE L EMOFMBEICEALTIEEI 22 HiEzSRI L,

3.2.1.1.3 GUDID ACCOUNT CHANGES
3.2.1.1.3GUDID Zh9 rDEE

To make changes to an existing GUDID account, please contact the FDA UDI Help Desk by visiting
www.fda.gov/UDI. We recommend that you identify an Individual in your organization to manage
GUDID account changes.

BXFD GUDID 7HADUUMEREZERE(S)T S5 E (. (www.fda.gov/UDI) ZBALNT, iESnf=Ly
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ITNIDAET.FDAUDI ANILTTRIICREILWEDLES, ##I<EH1F5 GUDID 7Aook
EHEEHEFZRATRTIENEELLY,

Account changes may include:
FTHAIUNMEBRODER()ICIELTAEENS.

 Update Regulatory Contact information
 EHRHEROBEROES

» Add/update Coordinator information
o I—TAR—E—I1EHMDIEM /| BFH

 Change assignment of Labeler DUNS to Coordinators
o A—TAR—E—()I[T T HF 53— DUNS EIYLTHER

» Add Labeler DUNS
« SRZ— DUNS MiEn

» Add/update third-party submitter information
« EZETHHRHBFRDEMN /| B

 Account changes related to mergers/acquisitions that may impact DI records — current version of
GUDID has not implemented capability to handle all use-cases surrounding mergers/acquisitions.
We are actively working to identify requirements for future system implementation. We request
that you please contact us if you anticipate a merger/acquisition that may impact your DI records,
so we can work proactively to address your situation.

*DI FBERC)NEBIZHELXEZ DL EDEHE) LRI CEAETIT7THIUIDEE(S) - IR
7/3—232 M GUDID (&, &6HS)CRUN(S)ICEET 22 THOEHIC N TEHHEEE LA
HETLEL, FDA (X fFRDIVRTLEBER(S)EZAKEIZT H-HIZ FBIBHIZIEELT
W5, B#fD DI ZRICEEEZEZ556t6)PRIN()ZERAATSIGEE X FDA ITE
BLTUWV RSN, FNEZTT FDA ([F FORRICXH T RBTRAISICERET 5.

3.2.1.2 GUDID Device Identifier Module
3.2.1.2 GUDID#gs Al FED 2 —)L

We plan to finalize this section separately.
ARIE(E, BLRERZETEIL TS,

3.2.1.2.1 CREATION OF A NEW DI RECORD
3.2.1.2.1 HLUL\DI SBERDER

We plan to finalize this section separately.

RIEF, BIREREEL TS,

3.2.1.2.2 EDITING A DRAFT DI RECORD

3.2.1.2.2D| EBREETRE

We plan to finalize this section separately.

R, BIRERREETEIL TS,

3.2.1.2.3 EDITING PUBLISHED OR UNPUBLISHED DI RECORDS
3.2.1.2.3 ANFFAXITERARD BREOESE

We plan to finalize this section separately.
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ARIEF, BlRERZETEL TS,

3.2.1.2.4 COPYING DI RECORDS
3.21.2.4 iBFRDEER

We plan to finalize this section separately.

RIEF AIREREFTEIL TS,

3.2.2 HL7 SPL Submission
3.2.2 HL7 SPL ZEH#

We plan to finalize this section separately.
ARIE(F, BLRERZETEIL TS,

3.2.3 Search/Retrieval of Device Information

3.2.3 HMEIEHDEFE | HALL

We plan to finalize this section separately.
ARIE(E, BLRVERZETEIL TS,

3.2.3.1 GUDID Web Interface Search and Retrieval
3.2.3.1 GUDID x7 A 48— J1—RIZLBABRERUVEAHL

We plan to finalize this section separately.
KIEIL, A& ERZETEIL TS,

3.2.3.2 GUDID System to System Search and Retrieval via web service
3.2.3.2 mxJ-H—ERXR[ZLD GUDID MO AT L (System to System)

BRERUFEHHL

We plan to finalize this section separately.
ARIE(E, BLRVERRZETEIL TS,

4 GUDID Submissions and 21 CFR 11
Requirements

4 GUDID RH(G)H LW 21 CFR 11 (BFEREX(S).
BFEAGB)) [TLKBEXR()

There are two requirements necessary for Part 11 applicability:
21 CFR Part 11 {EBFi2Ek(s). B FER(S)) BEIEDAIZ. LLT2ODEKR(S)HH5:

1) Records that are required to be maintained (under predicate rules) or submitted to FDA

1) FDA [CIRHT 2. HAHWILHEFF TS (HERTRAIICHELY) BRA R THDHECEX(S)

2) Records that are kept in electronic format, as opposed to paper
2) #TIFGL BFHITA—T YN TEREINSEEER(S).

Labelers should become familiar with all the requirements of 21 CFR 11 and the Guidance
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document (Part 11 Electronic Records; Electronic Signatures — Scope and Application, which can be
found at: http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm125125.pdf) which
further defines a narrowed scope and identifies the requirements for which compliance is most
important  while Part 11 is being re-examined. When reading the Guidance document, ‘predicate
rule’ should be interpreted as 78 FR 58786 or the UDI Rule.

IRT—(s)[F. 21 CFR 11 HLU, Part 11 DHNBMNESITRETSN TULVSE L, BIZHEA L VER B
FTHAREEL, - EFNRICERSNSIER ) ZHMEICLTLS HIF VR -FFaivk
(Part 11 EF (). EFER() - BRHESIWER. LUTTAFHRE:
http://www.fda.gov/downloads/Regulatorylnformation/Guidances/ucm125125.pdf)
DEERIIFRTIENZEFELL., ZTOAAFUR-RF2AVMERDITH=Y, GERTRAI
(predicate rule)’ (&, 78 FR 58786 F1=Id.UDI (RAIEEEETNITEL.

SPL submitters — must retain records in accordance with 21 CFR 830.360 and all records submitted
to FDA. The HL7 SPL solution must be compliant with the requirements of part 11. The GUDID
SPL submission doesn’t require a signature; therefore, part 11 requirements specific to electronic
signatures (21 CFR 11 Subpart C), do not apply. However, please don’t confuse an electronic
signature with a digital certificate. A digital certificate serves to authenticate the sender and is
required for all submissions to the FDA ESG, including GUDID.

SPL $2HiF(s) - 21 CFR 830.360 {TARNT—M\fFT HELER(S)) [TH-TELER()EHIF T H%
BHHY.FDA [CIRELI-2TOREZRGC)EXHELES, HL7 SPL Fik(, part 11 ER(s)IZ#E
LTSI EMNKHZA, GUDID SPL fRHICIF BRAZEVLEELGWNH, BEFEHA(S) 2LCFR
11 Subpart C) [Z4ELT= part 11 ER(S)ILBEARSNGL, EIEEA EFELETURIEEHA
ELRRILGEWVWE, TUAILIHAEL X EFEZHERETOIOITBHETHY,.GUDID 5T
FDAESG ~DETHIRHE)ITHLTEREIND.

Once an SPL submission is successfully delivered to the GUDID, labelers should be able to view
and edit data elements via the web interface. This allows for the possibility of inconsistencies
between the labeler’s source data submitted via SPL and GUDID data. Labelers should develop and
adhere to SOPs for data governance to maintain the quality of their device data.

SPL RN —E GUDID IZRLTHRIMEIZEITOANIE SRS—(6)IE, YT Ao F—Tx—
RENLT. TARERC)DEABECHEENTES., (L. GUDID T—42E.SPL 4L TR
NIRRT —DY—R - T—HAEDRBIYFIIFEE)EHETT D, INT—(s)L WRHERD

T—ARBHFEMNOT—IEEDOIC IZEE (SOPs) ZERLETTHIEMNEELLY.

Third-party submitters/Solutions Providers — are not responsible to the FDA to meet regulatory
requirements for UDI or part 11. It is the legal responsibility of the labeler (or data owner) to meet
the records requirements for 21 CFR 830.360 and the requirements of 21 CFR 11. The contractual
language between labeler and third-party submitter is not the purview of the FDA.

FE=BATHAHAREEG)/ V)a—a i) - SMblE FDA 2L T, UDI Ff=(&
part 11 DEMBERG)EZFHBEIEHIEICEREZFH-LGLY, 21 CFR 830.360 {(TRS—HVi
B9 BE28%(5)) DERER)ERG)B LU, 21 CFR 11 (BEFELERG). BFEL(S)) DER()EH
BIEBDILIE IRT— (FET—HOMEE) OEMNETHETHD, INT—LE=FH
THHIREERDEZHXEIZ.FDA S LELY,

5 Conclusion
5 $&i®

This document provides GUDID information based on the current implemented system version.
Enhancements and upgrades to GUDID are anticipated and the FDA intends to periodically update
this document to reflect system changes.

ARFX1AVNIBETSETHERICHEINE VAT LDEEAENADAHT.GUDID [ZfHT 51E
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WERETHEDTHA., GUDID DiEIEES)ELVTYTITL—R()NFRIShB=6, FDAIL
SATLDEERMOD-OIZELNICEHETS.
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Appendix A — GUDID Package Information
Examples*

H BB A-GUDID DO{RGIEFEHRM"

We plan to finalize this section separately.
ARIE(E, BLRERRZETEIL TS,

'2 Device Identifiers used in all the examples are fictitious. Please refer to “UDI Formats by FDA Accredited
Issuing Agency” (see Appendix C, available on www.fda.gov/UDI) for correct format of the DI numbers by FDA
Accredited Issuing Agencies.

Y 2TOBIS)DRTHEALTLDHEERIF()ERENDIDTHS. DI BEE(5)<BITS.FDA R FEH
THEDERELT+—< v L “FDA RRALFFHEITHEID UDI 24— vhk(s) (UDI Formats by FDA
Accredited Issuing Agency)” (i 2288 C 8. www.fda.gov/UDI ICTAFAEE) SHROE,
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Appendix B — GUDID Data Elements Reference Table
#BEHEA B-GUDID T—42EXR()SHER

For a complete list of GUDID attributes, please refer to the GUDID Data Elements Reference Table
available at www.fda.gov/UDI

GUDID D&)A, (www.fda.gov/UDI) TAF TE %S, GUDID Data Elements Reference Table
*B5RT 5,
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Appendix C — UDI Formats by FDA Accredited
Issuing Agency
BB C- FITHER UDI J+—<vhk(s)

For information on UDI Formats by FDA Accredited Issuing Agency, please visit

www.fda.gov/UDI
FDA ERR[FRITHREICKSD UDI 74—k (s)IEHRIL. (www.fda.gov/UDI) M AFATHE,
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Appendix D — GUDID Attributes Mapped to a
Fictitious Medical Device Label

fHEEE D- (REEBRBIBEINILICRSINT:
GUDID Ef4%(s)

Many GUDID data attributes appear on the medical device label. 'When a GUDID attribute
appears on the medical device package/label, the values submitted to the GUDID should match the
value on the label. Figure D1 shows a fictitious medical device label and identifies the GUDID data
attributes that appear on the label.

%<0 GUDID T—HRHEE)NEEEHRINILICRIENS. GUDIDEMIEEHKFED /
SNV EICRTEINSI5E.GUDID [TIRELEE)ETNIL EDEE—BLTLAITAIELRS

LY, EDLTREBEREEEINILERL INILED GUDID T—42EMHEGS)EHTRYT S,
Brand Name
TSURE [
> | CompuHyper GlobalMed® -
GVDN Ultra Implantable ™ | vz
Description  f—_|
CIEPY] Eohif —»(  Fictitious Medical Device ) e
Idenifer:
c;gcggg%er 2.25 mm x 8 mm — Expir:rt}(;rzelr)ate
AN WEHAIT
&= FREARR

Production

== (g

|dentifier: USE BY: STV IER
la?t*’\:lum:)er 5 2020-01-01 - | Device Count
N A
yhES
DO NOT USE IF e
PACKAGE IS
cesmony TN L Hming.
RERR fgﬁi’?;?g TEMPERATURE RERVERY
oE UG

] Manutactirer

CompuHyper GlobalMed
123 Technology Dr.
Somewhere, XX 00000

Labeler Name &
Labeler Physical
Address
INT—B &
RO

MedDevFront UK
Somewhereshiro
XX12 3XX UK

)

)

@)0.555.1234 (USA)
555.555.1234 (All Others)
W.chgm.com

www.mot.co.uk

T

-

Support Contact Information
YR—FEOER

|

Unique Device Identifier (DI & PI)
BERERF (WRHENTF & BEHRTF)

Figure D1: GUDID Attributes Mapped to a Fictitious Medical Device Label
ED1: {REEAMIBESNILISTRSIhT- GUDID EBH(s)

NOTE: Representation of GMDN above is for illustration purposes ONLY. GMDN PT Name and Definition
are NOT expected to appear on the label of a device.

FE: EREHD GMDN (&, BRB#M(S)DAHTHEMALTLNS, GMDN EXEE (PT) EMBLIUERT. #
BINILEI[CRTRSNDE T,
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Abbreviations & Acronyms
BREE(s) & BEFER(S)

Term

Description

Dl

Device ldentifier

HERR A F

D&B

Dun & Bradstreet

FOTURTZYRRR)—k

{D&B (Dun and Bradstreet Corporation/% > 7> KT ZyR AR)—Fk) (K
E-—a2—3—i% M5 L15) 1843FRIX K EITE- TR EERE
WERBEITIHRD)—T1 T h/\=—T9., D&BOEHFRMHE
T—ARN—X (IR TE2{E2,998 740804, D&BIEC DT ET—FRN—X &
TITHFRFELEREI—RIDUNSTHUN—1Z2FE5ELTHEY. ChEx+—
—RELTNRIVEBRBFLHEKY . BEE- T T4 PEBEIEEEDT:
HOEXRFBEIRELTOEY. HRIOFHLU LD O—/NLEEN
D&BDIR T HIEMEEEL. BT CHEAX EDRRN——LED
EVEREEEELTEY.

[http://www.tsr-net.co.jp/company/partner/])

DUNS

Data Universal Numbering System
NAT—AAESFITORAT A

ESG

FDA Electronic Submissions Gateway
FDAEFiIRET —bzA

GMDN

Global Medical device Nomenclature

ERERDERMG 2 A

GUDID

Global Unique Device Identification Database
JO0—NVERESBEREN T —4X—X

HCT/P

Human Cell, Tissue or Cellular or Tissue-Based Product

E hiRe. AR I - MRS R B

FDA

Food and Drug Administration
KEEREERB

FDAAA

FDA Amendments Act
FDA &%

FDASIA

FDA Safety and Innovation Act
FDARERUVA/R—Lavik

HL7

Health Level 7
NIRRT

Pl

Production Identifier
BEHE A F

GMDN PT

GMDN Preferred Term
GMDNEAK:E

SPL

Structured Product Labeling
BEEEMINIL

uDlI

Unique Device Identifier

= R AR B (A58 R
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Glossary

FEDES

Term FAEE Description &2

Base Package The lowest level of a medical device package containing a full UDI.
EE ] The DI on the base package is the Primary DI.

2% UDI 2R RT HEEMSOR/IMES B,
RRshi- DI NE— DI,

BEERIZ

Coordinator
OA—T A4 R—E—

Individual(s) responsible for management of the GUDID account, for
designated Labelers.

SAS—EYIEBENE: GUDID 7ho b EHRIELE(s).

Data Universal
Numbering System
(DUNS)
AAT—2ESMHTY
AT L (DUNS)

A unique 9-digit identification number assigned and managed by Dun
& Bradstreet to business entities.

D&B MEEIZE|Y L TEHET S IMDEFHIEFZS.

Device Identifier (DI)
o e el (0]

A mandatory, fixed portion of a UDI that identifies the labeler and the
specific version or model of a device.

UDI IZHBDEEFRHRTHY, SNT—ELUL, ZTOHIZDIEFE/N
—Va vH LB EETILERANT S,

Device Identifier
Record (DI Record)

MR A FECE&R (DI
ACER)

The DI, together with associated data attributes constitutes a DI record
for a particular device version or model.

DI B&U, ZDOEET—2BIEGS)DWEA T AEFTEDHED/N—23
D LLIEETFTILOD DI BiFEERT S,

DI Record Life-Cycle
DI SERDSA7 -4
I

Comprises of the various states of a DI record and the associated
business rules and functionality available to a user.

DI RL&EKR U, BEERRE ) IZH THHRATRETHERSN, 2
— O FI ARG HEETH D,

DI Record States
DI FRERDIKEE

A DI Record is in one of three DI Record States at any given time:
Draft DI Record, Unpublished DI Record, or Published DI Record.

DI ECEXIRAE(X. DI ECE%=E. KRB DI 528k, £-(X2AFFHA» DI
SEEED3IDDILT. BIZ—DODIREEIZH B,

Direct Marking DI
FAEEBEY—FVY
DI

An identifier that is marked directly on the device; can be the same as
or different from the Primary DI.

HWHRICEEY VI DHEAFTE— DI LALBELELGDEED
Hd.

Device Package

L )

A package that contains a fixed quantity of a particular version or
model of a device.

HEIBBOREDN—DaVHLLEETILA—EREAOTLNS
2L,

Draft DI Record

Saved DI record that has not passed business rules.

DI ELER=E RESNE DI BFOILT ERRAEG)EmESELEN =10,
Electronic An FDA-wide solution for accepting secure electronic regulatory
Submissions Gateway | submissions.

(ESG) BFIA—TUMNILHIRHELTLHEEICEET 5D FDA K

BFRIS— s
(ESG)

THERASNhDHE,
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Term FEE Description JEZ
FDA Preferred Term | The FDA Preferred Term (PT) Codes are a 4-letter code assigned to
FDA EXKEE each GMDN term, in place of the GMDN Code. FDA PT Codes only

apply to GUDID DI Record entry ONLY and cannot be used in place
of GMDN Codes for any other system.

FDA EXZE (PT) 3—KR(@G)IE. % GMDN a—FORHYDE
GMDN HEEICEIYHEToNf=AXFa—+THS. FDA HEAKFED
—kR(s)I&.GUDID @ DI FEEHFANAIZOAFERATIRETHY.
GMDN O—F@E)ORHYELTIX D E DL R T LIZHFERTE
ELN,

Global Medical device
Nomenclature
(GMDN)

ER#E0 RS
%% (GMDN)

A system of internationally agreed descriptors used to identify medical
device products and is managed by the GMDN Agency.

EfRHEEICE DNV -EEEIRERS)HBA DB F X T L(S)
T.GMDN HEMNEET 5,

Grace Period

Seven calendar days and starts the day after the DI record is published;

- HAkE determines the extent of editing possible on a DI record.
7BHT.DI RRHFEAFDERICIAFY, ChH DI GEERICHLT, iR
SRR HRITH S,
GUDID Global Unique Device ldentification Database, the repository of device
GUDID identification information for devices specified under the FDA UDI

Final Rule.
Ja—N)VEEEFERERN T —IN—XDETHY,.FDA D
UDI IR AICTHRESNDHERRG) ISR HEAEHRD AR

GUDID Account
GUDID 7Aook

A GUDID account enables companies to access and submit
information to the GUDID.

GUDID 7ho raERAL. £ %E(s)ld GUDID DIFHRADT I+
ZABELYV GUDID ADIZEHEMNTES,

GUDID Web
Interface

GUDID 7124
—J1—RA

An online interface that enables secure account creation, secure
submission of DI records, and search and retrieval of device
information.

EETRELTHIUEDER,. DI BEOHEETEREHIREE. £&
UHESRERORRERUVUSRAELEREEIZT 54T A3 —D
—A,

Health Level 7 (HL7)
AJLR-LAILT (HLT)

A standards development organization, whose mission is to provide
messaging standards for interoperability, exchange, management, and
integration of data that supports clinical patient care and the
management, delivery, and evaluation of healthcare services.

— DDEBEC)AFKERTHY ANIWRT T -H—E RIZHT, EREK
BEDFT7HLV. BE y—EXDIRE, 5EEIZZ5. HHEER .
R ERB BLUT—HDHMEICET I AV E—UBE(S)DIREE
Syl ELTLNVS,

Issuing Agency

FATHES

Organization accredited by FDA to operate a system for the issuance
of UDlIs.

FDAMUDI(s) DFEITVATLEEZRKBLI-HH.
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Term FAEE Description JEZ&
Labeler Any person who causes a label to be applied to a device with the intent
IRNS— that the device will be commercially distributed without any intended

subsequent replacement or modification of the label; and, any person
who causes the label of a device to be replaced or modified with the
intent that the device will be commercially distributed without any
subsequent replacement or modification of the label, except that the
addition of the name of, and contact information for, a person who
distributes the device, without making any other changes to the label, is
not a modification for the purposes of determining whether a person is
a labeler.

MNEHBERANHIEGRBESELR SNILORBOEENERE
FEEVE BEU. TOR AREBOINILEREHDHIIEE
LTRBEIE-R BBFOINILORBOEBETHIEREFH>TL
HWE, AL ARERZERBASELEDLEIOEREDHEIN
VBN BB E . SNT—DERE)MLITNIX . ChEERLEE
EDIELN,

Labeler Data Entry
(LDE) User
FNFG—TF—5-IV
k)— (LDE) 1—¥

Individual(s) responsible for day to day entry, submission and
management of device identification information for designated
Labeler DUNS into the GUDID.

IBREZ(T=55—0 DUNS B8 & SR 1EH%E
GUDID "A N RE. LV ZNEEBXHEEHRELLTHELTLHE
(s).

Listing Number
YRT4VTER

Number assigned by FDA during Registration and Listing to all
devices in commercial distribution, regardless of pre-market
authorization requirements per 21 CFR 807.28(f)

8- VATA2 DFEIZ, 21 CFR 807.28 () () RAT4 T BED
BY ER()DOMIRAIAZRIKEIZHRST . FDA NHEFREF DL
BwE)IEY B T-ES,

New DI Trigger
Attributes

#HLL DI FJH—RB
%

Attributes, which when changed, no longer represent the same device
thereby requiring the creation of a new DI.
HNERBERG)EENFEEITNE. CHETHEALTL: DI TRY
WD TEHLEAGY, FHLL DI AEKRSN D,

Package DI
#a DI

A device identifier for the package configuration that contains multiple
units of the base package (does not include shipping containers).

BEHDOEERLES() THRSN WA DR M F (HEA3
2T FTERS),

Primary DI
g— DI

An identifier that is the main (primary) lookup for a medical device and
meets the requirements to uniquely identify a device through its
distribution and use. The Primary DI would be located on the base
package, which is the lowest level of a medical device containing a full
UDI.

HOIEBREBIHLTER (F—) BREF—ELHHAFTHY. A
BEIOERAZRALTHSFEZ —2CHBITIERG)ZHT. #
— DI FSIX.TE UDI 280 ERBBOR/NMEMTHAHEE
HaELICEYETEND,

Product Code
#ma—F

Three letter classification code for pre-market devices issues by FDA.
FDA FITO T IRATHEER () A3XFD N EEI—k,

35/41




Contains Nonbinding Recommendations 2% #/ 7 D7l 4

Term FHEE

Description £

Production
Identifier(s) (PI)
HERBF (PI)

A conditional, variable portion of a UDI that identifies one or more of
the following when included on the label of the device:
(i) The lot or batch within which a device was manufactured;
(ii) The serial number of a specific device;
(3) The expiration date of a specific device;
(iv) The date a specific device was manufactured.
(v) For an HCT/P regulated as a device, the distinct identification code
required by § 1271.290(c).
UDI DEHHZEHERTHY. LTICTRTERDBEHRNIAES
NTEY BBFEINILIZRREINGEE. TN TN DOERETIRMT
B.
(i) HBROHEESITHROTLNSOVMEFTLLINVFES
(i) HERSFOVITILES
(3) HEHFZOAEMHR
(iv) HEHSFOHEREH
(v) HeB/ELTHRAIESNS HCT/P BIZXLT 1271.290 (c) TE
RSN DAMELGHAID—F,

Published DI Record
ABAFEH DI ECE%

A DI record that is published, and therefore is available for search and
retrieval by the public.

NEFFED DI GRETHY, —RISERFERUFHHAH HLA AL,

Regulatory Contact
ERHEO

Individual responsible for management of GUDID submission
requirements for the Labelers in a given GUDID account.

BRED GUDID 7AIUEDIARZ—(s)®D GUDID fRHEH(5)D
EEEFEE,

Relabler
JSRS—

Relabeler, for the purposes of 21 CFR 830.60, is a new labeler that
changes the content of the labeling from that supplied from the original
labeler for distribution under the new labeler's own name. A relabeler
does not include labelers that do not change the original labeling but
merely add their own name.

21 CFR 830.60 {UDI Bh{FZERXIREEIBRAD -SRYUT) 26

WT UIRS—IE, —DDFHLLIRS—THY . FUPFIL-SR)L

DRBRIZEFRZMA FHLLIAS— (USRS5—) OELHDEHE, *
KARETEIED, FUDFIL-FANILIZEFIZRIDTANT—(S)
NZDEMEMNTMZAIEEDTHIZLETDIGEEX. TNEISAN
S—EIEE DI,

Secondary DI
£= DI

An identifier that is an alternate (secondary) lookup for a medical
device that is issued from a different issuing agency than the primary
DlI.

F£— DI LIFRGDHRTHEICEKTIN:- EREFORE B
=) BEFX—THHHAIF.

Structured Product
Labeling (SPL)

A HL7 standard for the exchange of product information using
extensible markup language.

BELEHERINIL WaR~—o7vIEEE (xml) ZRAVWTHREREZRIM TS HLY
(SPL) z,
Support Contact Contact for consumers and healthcare providers to obtain additional

HR—rEO

information about the device.
BEQE)BIUNILARYT T - H—E RIZEE () I R BT 5B
MEHREZBH =OHICEVNEHLESEO,
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Term FHEE Description E#

Third-party Companies/Individuals (contractors, vendors) authorized to submit
submitters GUDID information on behalf of the Labeler.

F=HTHAHAREE |SAS—ORET GUDID IZIEREIEHTIERNEZSNA TS

EREOFEIFEAGC) GEEEE MAXH).

Unique Device
Identifier (UDI)

A unique numeric identifier composed of the device identifier and
production identifier(s) that uniquely identify a medical device through

EEMIREEERIF | distribution and use.

(UDbI) EMNCFERAICEY., EEERT —2ITHA T SR ERF (D)
HLUVREEHEANF(S) (PI) THEBINSI—EDOHFICIDHHAT.

Unit of Use DI An identifier assigned to an Individual medical device when a UDI is

fEFAESL DI not labeled on the Individual device at the level of its unit of use. Its

purpose is to associate the use of a device to/on a patient.
FEREMOLARLT UDI ORRHLEVNGEEIC, ZTOE < D ERRE
BIIZTNTNEY S THHANTF. HOBBOFERATEFLEEM
(THCETHMET S,

Unpublished DI
Record

R4F DI EEEk

DI record that has passed GUDID business rules AND
Publish Date > today.
GUDID ERRE()E#HE ST DI BT ARBAEHLIFE,

37/41




Contains Nonbinding Recommendations 2% #/ 7 D7l 4

(EXHPTSELTWSETDOSEE—E)

ERES

=X

V9

10.30

11

1271.290(c)

1271.55(a)(
1)

21 US.C.
352

PART 10—ADMINISTRATIVE PRACTICES AND
PROCEDURES

Subpart B—General Administrative Procedures
§10.30 Citizen petition.

PART 11—ELECTRONIC RECORDS; ELECTRONIC
SIGNATURES

PART 1271—HUMAN CELLS, TISSUES, AND
CELLULAR AND TISSUE-BASED PRODUCTS
Subpart D—Current Good Tissue Practice

§1271.290  Tracking.

(c) Distinct identification code. As part of your tracking
system, you must ensure: That each HCT/P that you
manufacture is assigned and labeled with a distinct
identification code, e.g., alphanumeric, that relates
the HCT/P to the donor and to all records pertaining
to the HCT/P; and that labeling includes information
designed to facilitate effective tracking, using the
distinct identification code, from the donor to the
recipient and from the recipient to the donor. Except
as described in §1271.55(a)(1), you must create such
a code specifically for tracking, and it may not include
an individual's name, social security number, or
medical record number. You may adopt a distinct
identification code assigned by another establishment
engaged in the manufacturing process, or you may
assign a new code. If you assign a new code to an
HCT/P, you must establish and maintain procedures
for relating the new code to the old code.

PART 1271 -- HUMAN CELLS, TISSUES, AND
CELLULAR AND TISSUE-BASED PRODUCTS

Subpart C--Donor Eligibility

§1271.55 What records must accompany an HCT/P
after the donor-eligibility determination is complete;
and what records must | retain?

(@) Accompanying records. Once a donor-eligibility
determination has been made, the following must
accompany the HCT/P at all times:

(1) A distinct identification code affixed to the HCT/P
container, e.g., alphanumeric, that relates the HCT/P
to the donor and to all records pertaining to the
HCT/P and, except in the case of autologous
donations, directed reproductive donations, or
donations made by first-degree or second-degree
blood relatives, does not include an individual's name,
social security number, or medical record number;
PART 352—SUNSCREEN DRUG PRODUCTS FOR
OVER-THE-COUNTER HUMAN USE

F10H/ — EEEHFERUVUFIE
Bl#FE B— —AREIEFIE(S)
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§1271.290 +Sv¥2 Y
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BOBEBRNI—FEFERALTERTT 5.

127155 (a) (1) (HCT/P #{TEEERK) [CEESHh T
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IR LAECTIEWF L FRICE B AL,
HEREES. L. EELHEEESESE
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BEHEAO—FELT EiEFES5 oM
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§1271.55
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expiration date, or for a human cell, tissue, or cellular - BFENDIHE . Tz (L HB/ELTRH SN D | =SECTION&n=
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830.100

830.20

830.310

830.320(a)

830.330

830.340

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart C—FDA Accreditation of an Issuing Agency
§830.100 FDA accreditation of an issuing agency.

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart B—Requirements for a Unique Device
Identifier
§830.20
identifier.
A unique device identifier (UDI) must:

(a) Be issued under a system operated by FDA or an
FDA-accredited issuing agency;

(b) Conform to each of the following international
standards:

(1) ISO/IEC 15459-2, which is incorporated by
reference at §830.10;

(2) ISO/IEC 15459-4, which is incorporated by
reference at §830.10; and

(3) ISO/IEC 15459-6, which is incorporated by
reference at §830.10.

(c) Use only characters and numbers from the
invariant character set of ISO/IEC 646, which is
incorporated by reference at §830.10.

[78 FR 55825, Sept. 24, 2013]

Requirements for a unique device

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart E—Global Unique Device lIdentification D
atabase
§830.310
identification.

Information required for unique device

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart E—Global Unique Device Identification
Database

§830.320 Submission of unique device identification
information.

(a) Designation of contact for device identification.
Each labeler must designate an individual to serve as
the point of contact with FDA on matters relating to
the identification of medical devices marketed by the
labeler. The contact for device information is
responsible for ensuring FDA is provided with all
information required by this part. The contact for
device information may authorize an issuing agency
or any other person to provide information to FDA on
behalf of the labeler.

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart E—Global Unique Device Identification
Database

§830.330 Times for submission of unique device
identification information.

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart E—Global Unique Device lIdentification D
atabase

§830.340 Voluntary submission of ancillary device

11

265 830 #m - fE{KEEAI (UDI)
Bl¥R C— FHITHBI~®D FDA ERTl
§830.100 F1THEBI~D FDA 32w

http://www.ecfr.

dx?SID=6432a0

2858a95bef4d7
c8023a63cc619
&node=21:8.0.

1.1.15.3.1.1&rq
n=div8

% 830 & - {E{AERI (UDI)

Bl#% B - fE{KE#LAIF Unique Device Identifier
(UDl) ~DER

§830.20 UDI ~DEXR

ENEND UDI (X LTZERETSE:

(a) FDA DERT 5H B E FDA FRAFD
HITHEICKI VAT LICRYRITIATY
DT

() UTF. ZRZThOEREEEZEFLTL
BT

(1) ISO/IEC 154592 (iE#RIRMMT-EEL=VID
BB #A-5E 2 858 FIEY, 8830.10 IZTS
BLEAINS;

(2) ISO/IEC 15459-4 {fEER I M- E A F-5
4 BRAERIT7 AT L), 8830.10 ICTHHEELIER
Shp; Ff:-

(3) ISO/IEC 15459-6 (1R ¥R 1lT-ElE Al F-55
6 HHEBTIL—TD=HDREHNF),
§6830.10 ICTEHLIERIN S,

(c) §830.10 ICTHELIERAEN S ISO/EC 646
(EMBAT-ERZROFHD 1SO 7 EVbF
SXFEES) ITTRSNBFEXFI—
F-eybDANOXFHRFEERLTERT
3.

[78 FR 55825, Sept. 24, 2013]
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830.360

830.60

identification information.

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart E—Global Unique Device Identification
Database

§830.360 Records to be maintained by the labeler.

PART 830—UNIQUE DEVICE IDENTIFICATION
Subpart B—Requirements for a Unique Device
Identifier

8830.60  Relabeling of a device that is required to
bear a unique device identifier.

If you relabel a device that is required to bear a
unique device identifier (UDI), you must:

(@) Assign a new device identifier to the device, and
(b) Keep a record showing the relationship of the prior
device identifier to your new device identifier.

[78 FR 55825, Sept. 24, 2013]

858a95hef4d7c
8023a63cc619&
ty=HTML&h=L&
r=SECTION&n=

21y8.0.1.1.15.5.
15
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%830 #R — {E{ASEAI (UDI)

gl¥R B— BE{REAIF (UDl) ~DEK(S)
§830.60 UDI BE{TERXIREIRAD! SN
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UDI BEftZEERSN DR -SNILT D
BRIE U THAREELS:

(a) FriR#EesEAF (D) Z{T5L.

(b) FIRABEIFHNF &, LIRTOMHEERH B F D
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Ja—/N)VERESREEERNT—2~X—X (GUDID)
EXRATHAFTR HftB

[https://www.google.co.jp/url?sa=t&rct=j&g=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CBwQFjAA&url=http%3A%2F%2Fwww.fda.gov%2Fdownloads%2FMedicalDevices%2FDeviceRequlationandG

uidance%2FUniqueDeviceldentification%2FGlobalUDIDatabaseGUDID%2FUCM396592.xIs&ei=PYuWU86wFomokAWKkoCIDA&usg=AFQ]CNFm1qWivNZLROWZzQ7SFMub0 LRXQ&sig2=HS1Iw9KssGd13

9834Ur0KA
2014 £ 05 A 07 BEREThR
FLI:
GUDID: A - GUDID data elements that are not released to the public.
ARINALY GUDID T—2EK(s).
GUDID-1: | Add = Addition of new data is allowed; T —20EMAHREND;
Delete = Deletion of entered data is allowed; ANBET—ADBIBRIFRIIND;
Edit = Editing of entered data is allowed: ANBET—2OmENFAEIND,
None = NO edit, add, or delete are allowed; LERRE BN, HIBROWT NEREF,
NA = data element is not able to be changed directly; most are ‘auto-populated’ fields whose information depends on another data element
HEEROT AL BENMMMDT—IERICKYROONTEY, BEIMIZA S (FEE) Shd (auto-populated) T1—ILR(S)THAT=H. B ND
FRET HEITH KL,
GUDID - 2 See 21 CFR 830.310 and 830.340 for required data elements
BERT—HDER(s)E. See 21 CFR 830.310 (R EA R ICHELGIF]Y HKLU 830.340 ({HBRIERHAIFTHROBEIMLIRE) Z28RBDE.
GUDID-3: | Alpha = alpha only; RFDH,
Num. = numeric; T,
Alphanum. = alphanumeric; BT,
NA = data elements with a checkbox or LOV that don't require text entry
FryPRyP XX LOV (List Of Values: MRELBIED (FOVT-FH2) YRR KUBRTDZT—RIERES)THY. TXAM T—ADAAEFE,
REZE:

@. BHFEOEEIL BREEE(CT H-HIREBEDOERAIC (5) T,

@. AERTEIshallzERALTLELAS, [shall]l & [should] DfER%E JSZ 8301 REZEDHRARVMERMAE) OMEBYELT, F HYDPFTUWKSIT Tmust] ZFR, [should]
AL THRAL-.  (shall= $ERXIZER, should = #E32)

Q. BEFMITA-OICRRELYDZIEE ( ) OFIZEELT-.

@. AXBPTSRLTWVSESTDSRE—ELERICTHRELTEEZREL-.

®. AMRIE, (—) BARAEEEREEZEESE IV (—REC AT LR L A—(CTHEYHWVLELE, BEXDOEXENXEDOMICEENHSIGEIX. REXETSEIVE
(TET LI BELBRELLLET.
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Data
Element
T—HE
E S

When a GUDID attribute appears in the medical device labeling, the values submitted to the GUDID

Description
& BA

Data Entry Notes
T—2ANEE

Edit

Rules

After
Grace
Period !
TR
FfRT
#I125
alsh
SimeE

S

match the value in the labeling.

Required in
Database? 2
F—AR—2R
Z2EANE
h?

Data Type &
Length 3
T—AiER&
RS

Entry List
of Values
(LOV)
ADT
Xk
(Lov)

New
DI
Trig
ger

Liy
DI k
k)

—?

EEEBOIN)LIZ GUDID ~EFITIEREZRTT HEAX. GUDID [TIRELET—R0)ESANILEDT—52E—HT 5 E5HET D,

Device Information

HARAR

Device Identifier (DI) Information

HERHIF (D) 15

Issuing Organization accredited by FDA to operate a Choose a value from the drop down LOV. None Required NA GS1; YES
Agency system for the issuance of UDIs. FOovZ4 ™y LoV T —42% &R N | ERE ued HIBCC;
FEATHERE | 25% UDI RITVATLEEET S FDA ICCBBA
Primary DI | An identifier that is the main (primary) lookup for | Enter the Device Identifier (DI) Number. None Required Type: NA YES
Number a medical device and meets the requirements to | Data type and field length are determined by the N ERE Num. or EZ=RcA
&% — DI | uniquely identify a device through its distribution | individual Issuing Agency structure. Alphanum. Cl
=2 and use. The primary DI number will be located | GS1: Numeric (Num.), with 14 digits

on the base package, which is the lowest HIBCC: Alphanumeric (Alphanum.), with 6-23 characters Length: min-6,

package level of a medical device containing a ICCBBA: Alphanumeric, with 10 or 16 characters max-23*

full UDI.  For medical devices without HEREA L O) FEEEANT S,

packaging, the primary DI number and full UDI F—ABERB LU I —ILREIZ. FNFh O *defined by

may be on the device itself. = = (2 4ES, Issuing Agency

HAFIE. HEI—DOEEBBDELE (B gﬁ%?ﬂ?:@gﬁﬁj structure.

1) BREXF—THY. KBS LUFERIZHL HIBCC: 6~23 =M EHF ERl: BFF

T#ﬁ%ﬁ‘é—%(:%ﬁﬂ“?'%)E#(S)Efﬁf:?'o ICCBBA: 10 't!l.z([j: 16 ?wiﬁ? T:(iﬁﬁi

%— DIEFSIL %L UD 2ECEEK ' £&:6~23

HBOR/NEMTHAEEEIIZEYHT * FEATHED

bhb. MEELOEEMEE)CRELT EEISLD.
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IX.%5— DI FEEHELUES UDI [F, B35

ZDLDITRITYDENHRKD.
Device Number of medical devices in the base package. | Enter the number of devices. None Required Type: Num NA YES
Count BERBLADERERD AV, Al BERAR E2=kch
BB/AY Example: Length: 7 cl
# Base Package = Box of 100 gloves; Primary DI = 101, Al ¥
Device Count = 100. E&: 7
BBEOHEANT D, o
Bl EEBE =100 FERAYDFE, E— DI=101
HaRAYE =100
Unit of Use | An identifier assigned to an individual medical Enter the Unit of Use DI Number. Edit Conditionally Type: NA no
DI Number | device when a UDI is not labeled on the mEE Required* Num. or E4=kca
{EFABAL | individual device at the level of its unit of use. Its | Unit of Use DI is an identifier used by hospital staff and Alphanum. 3
@ DI &S | purpose is to associate the use of a device to/on | Materials Management to account for a single device *If Device
a patient. when the UDI is labeled on a higher level of packaging. Count >1. Length: min-6,
UDI AERBEGIOL AL TE < DH#2EIZ | The Unit of Use DI does not appear on the label. EfE=E max-23*
FRINTULEWNESIZ B A OEE#SE | Data type and field length are determined by the R+
[CEIYBTRHRUF. (EEHEEEM individual Issuing Agency structure. ;*defi.ne(fA by
PN ; * L) ssuing Agency
;%Lézggf% f!_ﬁgz femy SHzRe GS1: Numeric (Num.), with 14 digits f%fif\ Ljoiii% structure.
el CEIEER HIBCC: Alphanumeric (Alphanum.), with 6-23 characters P il BFF
ICCBBA: Alphanumeric, with 10 or 16 characters = R e
= F£&:6~23
If Device Count = 1, cannot add Unit of Use DI Number. @.ﬁ#ﬁ'ﬂ@
{EABAIM DI &S (Unit of Use DI Number) %A TE(ct?

h$5,

{EABEAL DI (X, UDI ANERLANILOEEIZS
RILENTNSHEE R/ERAFZYTITKY, B—#
BEEEITH-HIZFERSINS,

FEABA DI (X SANILEIZIERTSNEGL,
T—ARANE LUV I —ILFRIE. FNEFhDHE
1THEREA (Issuing Agency) MDAZHEIZHES.

GSl: 14 KD #iiE

HIBCC: 6~23 ZMHEHF

ICCBBA: 10 £L<[& 16 FFD HE#F

HBAYE =1 DBE( FEHEA D OEBMNFR
CIR
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Labeler
DUNS

Number”
INRS—
DUNS &

=aA

Business number issued by Dun & Bradstreet
(D&B) that is used to associate the Labeler
(Company) name and address to a given version
of model of a device in GUDID.

Dun & Bradstreet (D&B) MFEITLIEPRX
BHEST.INT— (%) OBMRUERT
%.GUDID IZEHFINT-HBOETILO/N
—2a DT HELDTHS.

Choose appropriate DUNS Number from drop down
LOV.

To ensure data consistency for the GUDID, DUNS
number submitted to the GUDID should associate to the
company name that appears on the device label; ideally
the address associated with the DUNS number should
also match the address on the device label, but since
address is not displayed to the GUDID public user, this is
not a requirement for data consistency.

All edits to information connected to the Labeler DUNS
Number must be done through Dun & Bradstreet. No
edits of DUNS information will be permitted in the
GUDID.

FOvZ-4> LOV kYiELl74 DUNS &FE%
EiIRT 5.

GUDID &M—EMEHRDI=HIZ.GUDID IZ1RHE
SNtz DUNS BEBICHfTIFShi=E AL, #
BIRNLEDFNERCTHLTIEWNTEL, F
T=.Z® DUNS BFE S TREINAERH. HEHEIAN
WEDEDER—THAHAENEELLID, EFR
(& GUDID IZT/\TYwy-A—H—IZafEND
ZEFBEVDT RT—2—EHICEATHEKRE
(LAY,

ZAR5— DUNS BERHRIOFEHRIL. LT
Dun & Bradstreet 4L CLMERE TSN,
GUDID TI&,DUNS 1EERDIREE(S)[FTEALN,

Edit*

*Other
Labeler
DUNS
listed to
your
GUDID
account
can be
selected.
No edits
of DUNS
info will
be

permitted.

ms*

B4t
GUDID
Thov
RZHIZE
Y (%)
(B#tLL
5D)
DUNS
BE%
ERT
BZElE
TE5,
DUNS
FEEC
[ 4==10))
&%
wE
BHIElE
TER
Ly,

Required
BERAR

NA
BawT

Labeler
DUNS
LOV
IRNT—
)
DUNS
SR
~ LOV

no
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Company | Company name associated with the labeler Auto populated based on the Labeler DUNS Number NA Auto Populated | NA NA no
Name DUNS Number entered in the DI Record. HEA |BBAASh | &ZEHET BEE
XA DI 2831 AHLI=5~_5— DUNS FEE(Z | The labeler company name submitted to the GUDID il 3 ¥
B|OFSNF-124. should match the company name on the device label.
IR5— DUNS BESDAANICHW BEIA NS
na.
GUDID [CIRHFDIANT—EEB(E BRI
W EDREZE—HLTWGESTIEL ALY,
Company | Company physical address associated with the Auto populated based on the Labeler DUNS Number NA Auto Populated | NA NA no
Physical labeler DUNS Number entered in the DI Record. BEIA | BEAASKh | ZAET EZ=hca
Address” | DI E2$%IZAL7T= DUNS FESIZ#DI+5 | Ideally, this address should match the labeler address as | 3 CH
TEDE | LE-DEOEBOER. shown on the device label but since this data element is
DR not b_e displayed to the GL_JDID public user, this is not a
requirement for data consistency.
IARZ— DUNS BFESDAAIZEH. BEIANS
na.
Z® DUNS HFE S TRSNDERD, B/
LtDLDER—THAHIENEELLD ERTT
—RZERIE,GUDID [ZT/AT Yy -2—HF—[24
RSN A EFBVDT RAT—2—BMHEKIC
HhZEBFERL,
Brand The Proprietary/Trade/Brand name of the Enter the Brand Name. None Required Type: Alphanum. | NA YES
Name medical device as used in device labeling or in A BERXR ZAatE
TS K4 | the catalog. This information may 1) be on a label | Only symbols, ® and ™ will be supported for the current Length: 80 El
attached to a durable device, 2) be on a package | production release of GUDID. NOTE: per Edit Rules, Ehl EHF
of a disposable device, or 3) appear in labeling | you will not be able to change ® or ™ (if entered) after &80

materials of an implantable device. The brand
name is the name that is typically registered with
USPTO and have the ® and/or ™ symbol.
LEEFEEFOINILELLIEAZATIC
FERAL-ERESFROEIEL/EmMmEIITIV
F&, COFEHmIEL) MAEISRICREFL
SRV LE2) TARR—HFTIL#ZDRE
£ BLLIE3) EBEDHRAHEFZDINIL(S)IC
RNSINTWD, TIUFEBIEEE,
USPTO IZ& RSN, OB KU TM, £LLIEZE
DENAZERFLTLS,

the Grace Period.

Enter NA if the device does not have a Brand Name.
TIUREEANT S,

7D GUDID THR—FINEIURILIL®
BHEYL M D2 O2DHTHS.

I REL-LTIEIL—REERTER. &
KU IMBLAASNTLINIE) OEENTER
LY,

LEBBRITTSURAN T ESNTLEITRIE,
MBZLE9 (NA) EANTS,

5/45




(USPTO &IX7AUHERESFHFEET
(The United States Patent and Trademark Office,
USPTO ZF71=IE PTO) METHY. 7AUH
BREEMBFDOEZEICET HHED
VDEDT HEFRUEE DIEFITSZR
¥95%.
[http://ja.wikipedia.org/wiki/%E7%B1%B3%E5%9
B%BD%E7%89%B9%E8%A8%B1%E5%95%86
%E6%A8%99%E5%BA%81]e[http://www.uspto.

gov/])

Version or | The version or model found on the device label Enter the Version or Model. None Required Type: Alphanum. | NA YES
Model or accompanying packaging used to identify a N | ERIER Zue
18— | category or design of a device.  The version or | Version/Model can be any distinguishing string of letters Length: 40 Cl
F24+,.¢ | model identifies all devices that have and/or numbers. Bl EHF
[ZEF)L | specifications, performance, size, and Catalog Number can be entered if device does not &40
= composition within limits set by the labeler. currently have a Version or Model.  If the device does
HENDHTI)—H LLETHF I (HB4F | not have a version, model or catalog number, enter a
EOEHER ORI TaE SN | conceptthat can be used to identify all devices that have
2:50) OB EHTHRESAILELLL Is_pe_:cificatik;)nsﬁ pleri)orlmance, size, and composition within
R == c__ss—~,se= | limits set by the labeler. ‘
SLLKFETLESEROBBOR S | o o SLBETNESI S
T SRS - EE R DA %%bfaﬁ%ﬂ%%éi?t%ﬂz%o)%ﬂﬁﬁbt HHL
8 YA HEEETS FELLMN—ATRIEVEFERATES, L.
' ' ’ BWRHSN—DaVBFELEETLESEH-
TWVEITNIE, AZASTES (Catalog Number) T
KATES, F.ELNA—230FBS5ELLLEE
TILESHLHEIOTESLEY A TON TV
NIE FIRT—DERE L EE RN DL, tEaE
AR BLUVERER T HETOHER()ITHLT
HAIAERELR, OV TNEA DT B,
Catalog The catalog, reference, or product number found | Enter the Catalog or Reference Number. Add Optional Type: Alphanum. | NA no
Number on the device label or accompanying packaging Delete & E4=hca
H4A204'F | toidentify a particular product. Catalog/Reference number can also serve as Edit Length: 40 cl
B BEDOESEZHEANTE=OIZHBNDSA | Version/Model if it represents the devices that have B Rl EHTF
LB LA BEDR A Izs2 g s ni-h4an | specifications, performance, size, and composition within | & &40
JES SRES HLIINRES. limits set by the labeler. R

HAAT HAHLNESHE (CatalogiReference) HE%
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ANT B,

AT HENISRESHN. IRS—HEEL
-EE R DLk HEE. YA X BLUVEREET
LETOHIFRECETRTHEE. /N —2avEBFELL
[XETILES (VersionModel) ELTHFERTE
3.

Device Additional relevant information about the device | Enter device description. Add Optional Type: Alphanum. | NA no
Descriptio | thatis not already captured as a distinct GUDID Delete 1= EA—Rch
n data attribute. Device description should include any description found | Edit Length: 2000 cl
BWIRODE | GUDID T—ABMELTIEREZRTED., &% | on the device label to support user comparison of the BN FERl ZEHFE
B K52 | BE 3 2B B E ISR, device label to the GUDID device record. ~ Otherwise, | &g £ &:2000

include any additional description or text found in the e T

device labeling.

HWERDHRAZTANT S,

HAED HI/SNILE GUDID HIRTIRES R

THDEHITHEMT, AR OIRBAIZIL, HH

INILEICEEESN DL TORBEEFFELCTIEL

(F7E0y,  BL BRI ANILICERAH T,

GUDID [ZEFSNTHELMERMNHNIX, £TE

ity BE.
Commercial Distribution
Sl miil
DI Record | Indicates the date the DI Record is published and | Choose date from calendar or manually enter date in None Required Type: Num. (date | NA no
Publish available via Public Search. new format (yyyy-mm-dd). |l ERWE format) EZ4=hcA
Date DI REMNABEINI-BT/NNIT)vIIRER ¥
(yyyy-mm- | (public Search) ASEJREIZER>1=H. This date determines the Grace Period; the 7 calendar Length: 10
dd) days start the day after the DI Record Publish Date. Ehl #F
DIl GE>IN This date should be set in the future to allow time to FEET+—<
5= ensure accurate data entry. whIZtS)
(yyyyy-mm We recommend you set this date in the future, but 7 EX 10
-dd) days prior to any compliance deadline. =

ALUE =M BIR BLLEFHLLIA—T Vb E
BEULFETAATS (yyyy-mm-dd).
ARARMBIZKY, I FHIRM (Grace Period) HVRTE
SN, ZNIL. DI EBERABAE (DI Record Publish
Date) &KYRAIAL.7 B&% S, IEMET—2A
NEREIZTH-O FFROBHERATIE

7145




EiERT D,

COBRMELT EDBREANTHEEHE
IHN LAGLHRHEEFRELIYE 7 BRTD BT
THIRETHS.

Commercia | Indicates the date the device is no longer held or | Choose date from calendar or manually enter date in Add Optional Type: Num. (date | NA no

I offered for sale. See 21 CFR 807.3 (b) for new format (yyyy-mm-dd). Delete = format) BA=hca

Distributio | exceptions. The device may or may not still be | AL F—H5EIR, £ LLITEFH LN D+—<vb%E | Edit ¥

n End Date | available for purchase in the marketplace. FEOFEBTAATS (yyyy-mm-dd)., BN Length: 10

LEMEISRTENELTRAESNGLA 123 il #F

yyy-mm- | 5t= {LLIEERFES MK o= BERY. wmE (FEET+—V

ad) o | BISHTDULTIZ 21 CFR807.3(b) (RIS YR ZHED)

RRAE | g - mEoss - K8) 238, 5 E& 10

BTH | s s AAETEEN B ANERE,

(yyyy-mm-

dd)

Commercia | Indicates whether the device is in commercial Auto populated based on Commercial Distribution End NA Auto Populated | NA In no

I distribution as defined under 21 CFR 807.3 (b). Date. If no Commercial Distribution End Date is BEIA BgADSH | 48T Commerci

Distributio | xR #4%25H% 21 CFR 807.3 (b) (EAAT@E - | entered, the status is 'In Commercial Distribution’ 7 F3 al

n Status FEOTES - LA]) IZEEINTVSE | HARBEHLTH (Commercial Distribution End Date) Distributio

BRME | ERERsENERT, DAAIHEN, BBA AN, n; Notin

N HEFERT BAANIATOENS S, 7 Commerc

FRaEh (In Commercial Distribution) &fIE D IT5 ?)Iistributio
nsd. n

AR
B (In
Commerci
al
Distributio
n), EMA
i
Tl
(Notin
Commerci
al
Distributio
n)

Alternative or Additional Identifiers

8/45




REDL LB DHR F

Direct Marking (DM)
AAEEET—F2T (DV)

Direct Marking (DM) data elements only apply to devices subject to 21 CFR 801.45.
21 CFR801.45 (HarEHHAIF (UDl) X ALIM-T—F T LAEFNILESEOEERS) ITEYRKERET
—%>% (Direct Marking (DM)) Z3K:&E AR SN EHERC) DA ITHERAINDEET—F>4 (Direct Marking (DM))

T—3EX(s).
Device The device is exempt from Direct Marking Select checkbox if appropriate. Add Conditionally Type: Boolean NA no
Subjectto | requirements under 21 CFR 801.45. Delete Required* @Al #EiR E74=Rca
Direct 21 CFR 801.45 (#¥33E A E#AIF (UDI) % | Labeler should select the checkbox “Device Subject to Edit CH
Marking ALY T—X05 LEITFNIEA DALY | Direct Marking (DM), but Exempt” only if the device: (1) | 380 *If device is
(DM), but HER(S)) 1THELY, MBI AR AEREY ?s intended to be used more than once and (2) is Bl & subject to
Exempt —%2% (Direct Marking) B3R ()& M5 intended to be reprocessed beforg eaph use, but also (3) e 801.45
AAERE BASATING meets any one of the exception criteria o_utl|ned under 21 EHfTEE
IT—xy - ° CFR 801.45 (d). If the device is not required to be R+
4 (DM) dihrec|t3/ m?Lkedhunc:(erd 21 CFR 801.45 (a), then this box

. should not be checked. . s,

i SUBERAIE 720k 9 R TF Y i
BRI L HRWBEA LTS A TS T DEA e

ECABEEY—FUT OM) HEHBETH 2

Y, BAABRS (Device Subject to Direct Marking (DM),

but Exempt)’ DFTvIRvI R%EERT 5!

(1) SEMBNEREAERZERLTNS,

2) LBBHBHNBROEAIICELESNG L

ZERLTLS,

(3) HyELHEESAY, 21 CFR 801.45 (d) (BRHVM(s)- #4%

S=EAFHAF (D) EFALIRT—F2TL

HEFNIEESEOEER©S)) LT hMITERAET

3.

HL. ST RHEIRFH 2L CFR80L45 () (BEE - HEEF

BEF#AF (UDl) ZXALIM-T—F T LAIT

NITHESEVOBERR(S)) [T&Y AAREEY—F

TEERINTOVEWMES X AFvIRv IR

ZFIyILAELCIE,
DM DI Indicates that the DM DI Number is different than | Select checkbox if appropriate. Add Conditionally Type: Boolean NA no
Different the Primary DI Number. LLERIANIE FvIRVIRTFIVIT Delete Required* FERI: ZER BA=hca
from DM DI FEME— DI FS (Primary DI %, Edit 4
Primary DI *If device is
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DM DI A3EE
— DI &l
Bi5,

Number) EE7%GAHIEERT.

B0
HllB&
wmE

subject to
801.45

SHftEE
;k*

SRR,
801.45 (#z%
E A3+

(UDl) =541

LIk-v—*
VLT
[FeAYAYRY;
FR(s)) DR

RTHNIE

BER¥REL
%)

DM DI
Number
DMDI &S

An identifier that is marked directly on the
medical device and is different than the Primary
DI Number; only applicable to devices subject to
Direct Marking requirements under 21 CFR
801.45.

LRERBRICEEZNEINSHMAFT.E
— DIFEFLIEELS. 21CFR801.45
(HEEHFERF (D) ZHFALIR-<—
X LBITNILESIEERR(S)) DARK
BE#E~Y—x> 4 (Direct Marking) Z3K(s)xt
ZOMBRE)DHERIND,

Enter Direct Marking DI Number.
Data type and field length are determined by the
individual Issuing Agency structure.

GS1: Numeric (Num.), with 14 digits
HIBCC: Alphanumeric (Alphanum.), with 6-23 characters
ICCBBA: Alphanumeric, with 10 or 16 characters

E#EY—X2 S BAD DI &S (Direct Marking DI
Number) & A 79 5.
T—ARNELUV I —ILFRIE. FNEFhDHE
THERADAZHEIZHES.

GS1: 14 HrD #iiE

HIBCC: 6~23 FMHHF

ICCBBA: 10 £ L<IE 16 FDEHF

Add
Delete
Edit
BN
AllBR
mee

Conditionally
Required*

*If device
subject to
801.45 and 'DM
DI Different
from Primary
DI'is checked
FHMAEE
;k*

ST RN,
801.45 D%t
RTHY. F
1='DM DI A5
— DI £E#
% (DM DI
Different from
Primary DI)'A%
FyoIh

Type:
Num. or

Alphanum.

Length: min-6,
max-23*

*defined by
Issuing Agency
structure.
EHl MFX
FEHF
RK&:6~23

* RATHED
E&EIZLD,

NA
Zat

no
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TLWhILE

RARELGD
Secondary DI
]
Issuing Name of Secondary DI Issuing agency. Choose a value from the drop down LOV. None Optional NA GS1; no
Agency % DI F1T#EA4 (Secondary DI Issuing KayF&Hy LoV &Y, —DDOTF—4%:81Rd | FA] F= ZutEd HIBCC;
SE1THEES | agency) 3. ICCBBA;
NDC/NHR
IC
Secondary | An identifier that is an alternate (secondary) Enter Secondary DI Number. None Optional Type: NA no
DI Number | lookup for a medical device that is issued froma | If your product is labeled with a UDI and barcode from N = Num. or EA=Rch
$£= DI different issuing agency than the primary DI. more than one issuing agency (for regulatory or Alphanum. Cl
2= Under 21 CFR 830.40 (a), only one device marketing reasons), you must choose one issuing
identifier from any particular system for the agency system as the Primary DI and enter the other Length: min-6,
issuance of UDIs may be used to identify a issuing agency information here, as a Secondary DI. max-23*
particular version or model of a device.
BHA—DODEBEBBIZHLT.E— DI & Data type and field length are determined by the *defined by
(ZRABFITHENRITLI-E () | individual Issuing Agency structure. Issuing Agency
- SRR structure.
ﬁf;: 8354503(%;) ﬁt{%ﬁ%%ﬁkﬂﬂ%wﬁﬁﬁﬁ& GS1: N-umeric (Num:), with 14 digits . E—E{J ;ﬁ?x
GEELL) (46U, A58 s (/A —as HIBCC: Alphanumerlc' (Alphanum.), with 6-23 characters (L
s ICCBBA: Alphanumeric, with 10 or 16 characters EX 6~23
iT:(i:ET)LEE&%IJ?'é HHIDT=®IZ, " | = DI &% (Secondary DI Number) # A7 %, " SErTHSEE 0D
PORGRELIE =20 UL OAB | 4L RSS2 DU LORTHEEYAT -t
TN, Ltz UDl B&UN—a—EARTEN TS -
& RHFELET—7 T4 BHT).—DO0OF
1THERES R T LEE— DI (Primary DI) ELTER
L. ZDMDORITHEIYDIEHREZ.E= DI
(Secondary DI) &L T, CZITAAT 5.
T—AEAB LUV T —ILFRIE. ZNETNDH
ITHEIDIRZEIZHED.
GS1: 14 Hi D ¥4 {E
HIBCC: 6~23 FMEHF
ICCBBA: 10 $,L<IF 16 FDHEHF
NHRIC: 10 HT D ¥fiE
Package Every device package shall bear a UDI, 21 CFR 801.20 (a) (2). Package DIs do not need their own DI record; instead package information should be entered in the Package DI
DI section of the Primary DI record for that device. ~ According to 21 CFR 801.3, a package is defined as a fixed quantity of a particular version or model of a device.
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#WE DI

UDI, 21 CFR 801.20 (a) (2) {#E@ - HFREFRAIF (UDl) ZRE T HIANILY IT&Y, £ TOHBIBAIZIE UDI AREFEN TLESTIELIFAEL,  #Ha
DIs) [X.EH® DI BFELBELLLGEVLD, tRIEIFDE— DI (Primary DI) FEEROHMEE DI (Package DI) FRERF A ICHBBEHBAANSINTLSIENEFL

LY, 21CFR8013 (FAEEDEZ(S)-
[TASTWSEDEED.

—fRSANYD G EIB) IZKY HBE (package) EIX HFED—FBFED/N—a FIXETILOHEN, EHohi-ET

Package DI
Number

Wa D&F

=

A device identifier for the package configuration | Enter Package DI Number. Add Conditionally Type: NA no
that contains multiple units of the base package | Data type and field length are determined by the B0 Required* Num. or BA=hca
(does not include shipping containers). individual Issuing Agency structure. Alphanum. Cl
BROBEEBOZETREEORKSEH *If device is
BF (HFEBAIVTHEEED. GS1: Numeric (Num.), with 14 digits available in Length: min-6,
HIBCC: Alphanumeric (Alphanum.), with 6-23 characters higher levels of | max-23*
ICCBBA: Alphanumeric, with 10 or 16 characters packaging
EHfrEE | *defined by
Examples: P+ Issuing Agency
Box of Gloves = DI 101 structure.
4 Boxes of Gloves (DI 101) in a Carton = Package DI setpigsa s | AL BFER
201 (the UDI on the Carton) Fi(s) DR f-IXEHF
5 Cartons (Pkg DI 201) in a Case = Package DI 301 (the S-aEng | B 6~23
UDI on the Case) — = =
HEEIFERS
10 Boxes of Gloves (DI 101) in a Carton = Package DI nb.

202 (the UDI on the Carton).

#H4E DI &S (Package DI Number) ZA 133,
T—HREMNB LUV Tr—ILFRIE. ENZENDFH
ITHBIDIRE(ZHES.,

GS1: 14 HTDHE
HIBCC: 6~23 F DX F
ICCBBA: 10 3 L<IF 16 FOEHKF

1R

JB—J()AYDFE =DI101

LEB% (DI1101) A4 DA-T=1D2DH—bY
(Carton) = #84& DI 201 (h—k>E® UDI)
5DOMNH—k> (#RE DI201) NADI=1D2Dr—
A (Case)= ##8 DI301(r—ALD UDI)

FEIO—T(S)AYDFE (DI101) A 10 EA -1z
Hh—k> = #a& DI202 (h—k>ED UDI)
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Quantity The number of packages with the same Primary | Enter the number of devices per package.The quantity of | Add Conditionally Type: Num. NA no
per DI or Package DI within a given packaging a package configuration must be >1. B0 Required* Length: 9 BA=hca
Package configuration. Examples: Package - Carton, Pkg DI 201 contains 4 Ehl #F CH
HWaHEA | FFEDHRABKERNIZEITARI—DE— boxes of DI 101; the quantity per package is 4. *f Package DI | E&: 9
CEDAY | DI F=IF HEE DI OBEBHRAYE(S). Package - Case, Pkg DI 301 contains 5 cartons of Pkg is entered o
% DI 201; the quantity per package is 5. EHfTEE
Package - Carton, Pkg DI 202 contains 10 boxes of DI R+
101; the quantity per package is 10.
WA ELICEFNIBBEDAYR(SEANT S, HEE DI A
—DOWEMEDAYEIZ. 2 UL ETHETIEN ABShTL
700, NIFERSN
il (s): Z
¥ DI=201 OA—trDIRARZEEL, ELER
B(s)DI=101 A4FEAY. TaHb HEZEDA
YE#E 4,
#E DI=301 O7—ADEEMEIL BE DI=
201 A5H—rUAY FTHEHE BBIEDAYH
(&5,
A DI=202 ODA—roDOIEBREEL, BRI
8 DI=101 A 10 FEAY, TahH5 WEIEDA
YU 10,
Contains The Primary DI for the base package or the Choose a value from the drop down LOV. Add Conditionally NA DI no
DI Package | Package DI for any lower level package BN Required* BEA=Rcacl numbers;
A &HH4E | configuration contained within a given package Examples: base
DI configuration. Package DI 201 (Carton) contains base package DI 101. *If Package DI package
EZEMWEBDE— DI (Primary DI) F£7=I&, 5% | Package DI 202 (Carton) contains base package DI 101. is entered and all
Fah-HHaER0hcIEZOTTon | Package DI 301 contains lower level Package DI 201 FHAEE lower
A (Carton). S+ levels of
HEABBOWEL D Package D). ROvTH &Y LOV hbEERR x packaging
Bl(s): B4 DI A DI &5
HWE DI=201 & 202 DA—bIE, E— DI=101 AHINTL (), fEZ
DEEREEED. nIFEREHh BLUZ
A& DI=301 (& FTERLAILEGKREDRE % TOHIE
DI=201 A—toEEL. LD
=
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Package Text to describe the outer packaging of the Enter name or description of package. Add Optional Type: Alphanum. | NA no
Type" product and enables users to understand higher | This field is free text.  There is no implied definition or B 1T= EZA=hcA
Wam4 | level packaging configurations. standard quantity to any package name. Length: 20 Cl
q4F" HIONFEOHAEHRATINET. L | HEBOLMHIWIIHRAZAANTS. Al BT
DR EREDIBRH ()N EFETES. CDT4—ILRIZIE . V) —THFRAEATT S, RS20
ABICEL BALFIIHTIERPCRERS
DEYRDITEEL,
Package Indicates the date this particular package Choose date from calendar or manually enter in format | Add Conditionally Type: Num. (date | NA no
Discontinu | configuration is discontinued by the labeler. (yyyy-mm-dd). BN Required* format) Length: E4=kca
e Date SRS—MNZDHEFEDREAREEDORYE | Discontinuation of a package is directly related to the 10 4
Warhit | &3 23E%ERT. discontinuation of the primary DI of the base package. *If Package DI | F&3: #(°F
A However, a package can also be discontinued without Number and FEEDTA—
the discontinuation of the base package. C_om_mer_cial T UrZHES)
ALUF—D IR, LI, (yyyy-mm-dd) T4— Distribution End Ex 10
YIYNTFHANTS. Date are T
RADHIEIE E— D OFIEICEEERLT entered, must
3. LoLahss, BREQ0HIEAECTE, S0 enter
L OBEERLT HILNTES, Discontinue
Date
EHfTEE
;R*
“HE Dl &
SHEIUHM
AR TH
(Commercial
Distribution End
Date) A7
ST
(F HEEHIE
H (Package
Discontinue
Date) £E K
=nb
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Contact phone number, please enter ‘9999999999
BREESZEANT S,

Contact Email)

Package Indicates whether the package is in commercial | Auto populated based on Package Discontinue Date. NA Auto Populated | NA In no
Status distribution as defined under 21 CFR 807.3 (b). If Package DI and related elements are entered and no BEjA BEFADSH | 3489 Commerci
HEBDIK | 21CFR807.3(b) (BEFRAE - AEEMDES | Package Distribution End Date is entered, the statusis | #3 3 al
BE -8B IZTESINAEY, Y%iEafs | 'In Commercial Distribution.’ Distributio
ENEERECAFTENSE,IERY, | WP IER (Package Discontinue Date) M A A1 n; Notin
FLLBBANSNSD. Commerci
tLIBE D &V BHET ST —FEREHA a
hEhn WEFEDIER (Package Distribution End E'St“buuo
Date) MAASNTULAITIE IREX BEAR 5
@B (In Commercial Distribution)’ &%:3, i
BEA (In
Commerci
al
Distributio
n);, B
A
TIE7AZELy
(Notin
Commerci
al
Distributio
n)
Customer Contact
YR—FEO
Customer | Phone number for the Customer contact; to be Enter phone number. Add Conditionally Type: Num. NA no
Contact used by patients and consumers for For North American numbers, type 10-digit number with | Delete Required* E4=Rca
Phone device-related questions. or without punctuation. Edit Length: 10 (North | 5*
HHR—F LY R—FEBRONEREES. EE(G) For international numbers, start with "+" and type B *ONLY required | American
BOBE | CEBOIHNREBOER/(S)AHEIZFHES, | number without punctuation. il & if Customer numbers) ; 20 (all
e Contact Email | others)
This phone number could be the 1-800 number that is entered EA BT
appears on the device labeling or the company website. FHfTEE EE&10(dE7 A
Labelers can identify a Customer Contact phone number P+ UHDES): 20
and Customer Contact email address for each device (D)
record. Y R—RZ
=5 —
If an email is entered and you don't have a Customer HEF =)L
(Customer
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ERKDEEFZ W0HDESEZRYYESHEYHS RABENT

WEELTANT S, LHIXERSE

XKL DESE +'THIBL, B DA TR ns

EEA)

COESE HBLDINILELIIHZERD

R—L-R—=D(ZE#HEIN5.1-800 ESTHLR

LY, IRS—(9)IL, EHRETRITHL T TNT

N—2DHR—rZEOFEEE (Customer Contact

Phone) & U, HR—FEOBFA—IL

(Customer Contact Email) &R ZEMTED,

— DDA )L TRLRADBAAINTEY, HR—

FROBIFEHLELEE(E,.'9999999999 ZANT

2.
Customer | Email for the Customer contact; to be used by Enter email address. Add Conditionally Type: Alphanum. | NA no
Contact patients and consumers for device-related Delete Required* EA=hca
Email questions. This email address could be the same one that appears | Edit Length: 100 CH
YiR—b | BHYR—FBODEFA—IL. HHE(S) | onthe device labeling or the company website. Bhn *ONLY required | FER: k=
BOEF | CEZO)IHRIEBOER () EIZ{ES, | Labelers can identify a Customer Contactemailanda | &ip& if Customer E&:100
A—)L Customer Contact phone number for each device RE Contact Phone

record. is entered

FHftEE

If a phone number is entered and you don't have a R+

Customer Contact email, please enter 'XXX@XXX. XXX

A—IL-FTRLREANT S, s AR—RZ

SDA—=)L-TRLRIE B/ LDINILEESH AOEsE

BT EDR—L- R—DIZEHINDHIEDTHR (Customer

L, SRS—(s)lE, BHEEILERICHLT. T Contact Phone)

h—oDHR—+EOEFA—/L (Customer NAASINT

Contact Email) Sk U Y R—bROESE WHIFERS

(Customer Contact Phone) #R3 &M TES, nd

Device Status

2R DERIE

—DNBEFEBSNAAINATEY, 7 R—LED
A— JLDVENB A1, vx@xoxxxx' #ANT 3,
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Human Indicates that the product contains or consists of | Select checkbox if DI record is for a product defined Add Optional Type: Boolean NA no
Cell, human cells or tissues that are intended for under 21 CFR 1271.3 Delete FERI: ZER B4 Rca
Tissue or | implantation, transplantation, infusion, or transfer Edit If no data is Cl
Cellular or | into a human recipient as defined under 21 CFR | If checked, the labeler must assign and label each BN provided, 'No'is
Tissue-Bas | 1271.3. HCT/P device with a distinct identification code, per 21 | #ip& stored
ed Product | 21 CFR 1271.3 {FDA [Z&kAA/Ss—FZ#HIT | CFR 1271.290 (c). The distinct identification code may = T==
(HCT/P) HZEEREDTESE - #8] -HCT/P(s)) = | take the form of a Donation Identification Number (DIN),
ENERE. | Emanz@Y. 2R E(CEBHiAH, Fg | Serial number, lot number, or a combination of these mHF—4an
ML | e LA BIET SEROM | U T st he Rten T
ﬁﬂgiﬁ .;1& H;E;%gﬁj&’éﬁt bLFThb &R appropriate type of Pl that appears on the label of the z%g;gh’\léo
52| AR, dewi:e. . e
(HCTIP) DI E28%A% 21 CFR 12713 IZTERINDHHZD
LD THAIGLFIVIRYIREFIVIT B,
HL, FIvIINTONIL HEINT—(E &
HCT/P #3&(Z%L T, 21 CFR 1271.290 (c) {BARE7:
BAIO—K - FZvxT Y -HCTIPs) IZHELN, BR
FEICFEA AT REE O —RZBIY B TT . INILITK
RUGLKTIEL TR, COBREGERIO—F
(F, Fr—2 3>RS (Donation Identification
Number (DIN)), VU7 L &S, AVLE S, £=IEZ
N5 EL A (s) (production identifiers (Pls)) M #A
HEDLENMERD, EEEIFC)ELTHRESN
% HCTIPs DIANF—(s)IL, BB SRILICKRTRT
5= DE%G Pl 34 TEBIRT 2FEHET
2.
Kit Indicates that the device is a convenience, Select checkbox if DI record is for a kit. Do not check if | None Optional Type: Boolean NA YES
Fyk combination, in vitro diagnostic (IVD), or medical | the device is a constituent part of a kit. NG| FEAl: FEiR E4=hca
procedure kit.  Kits are a collection of products, | DI &N HE2Z—2DFYFDEDTHD EEIL, If no data is 4

including medical devices, that are packaged
together to achieve a common intended use and
is being distributed as a medical device.
LEEBRESHENS. IVESIUX-Fyb O
vER—ar -y FNBEE VL
(IVD), F¥f=. EZHLEXFYEDOWLTITH
ONETRT.

Fube)lE HBOFERARARDHICRES

FrvIRVIREFIVITH, TDEREMNTY
FO—RBEATHIEEEFIVILENE,

provided, ‘No' is
stored
=

ffAIHT—4h
R#tSh Tl
HITnlE No
Liefksnd
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nf-, EEHEBRC)EZEESCHRBOC)NEEYT
HY. —DODEEEIRELTHRESELN
3,

Combinati | Indicates that the product is comprised of two or | Select checkbox if DI record is for a combination None Optional Type: Boolean NA YES
on Product | more regulated products that are physically, product. Do not check if the device is a constituent NG| @l #ER Zue
a2 E &— | chemically, or otherwise combined or mixed and | part of a combination product. If no data is Cl
2,3>-7 | produced as a single entity; packaged together | DI S2EEM—DDAVER—I 3L - TOXILDE provided, 'No' is
a4 4k as a single package; or packaged separately for | D THZHJE X, FryIRVIREFTVIT S, stored

CFR 52 0, At oas aneof he products mhe | = A E RS> TS IR O— ==

. . = B A “ e

combination product must be a device in this RTHIBEEFTIILENE, @t F—4n

case. B /4 \

AL EI1T52 R L DRA TR T A

HY. MR AP, HLAZTNLS O LRSI

HETHAEDE BLLRAELT—

DEGBELTEESN-DLDOTHY. 12D

WBELTRAEINTLNSH, 21 CFR 3.2 ()

(arvEx—3>-7OF Ik - AEOE

&) ZEFLCERISARDHIZHA

THEEHMELTRIRICHEAaSN =R

mERY. COHE IVER—Tav-T

AZOLDI6 0 EL— R AL ERBR

ERFEEINTLAILE,
Premarket
i AR A
Device FDA Premarket submission is not required for Select checkbox if FDA has by regulation exempted this | None Conditionally Type: Boolean NA no
Exempt this device. device from premarket submission requirements; or for | A~|] Required* @Al #EiR E4=Rca
from FDA HTERBTIZH (X, AR D EEMESSF(Z | preamendment devices that are not subject to premarket CH
Premarket | [ZZER&NELN, submission requirements. *Premarket
Submissio Submission
n If left unselected, a 'No' is stored and a Premarket Number OR
i AR AT & Submission Number should be entered below. exempt status
B nE R fulfills
Nchd FDA #R&ICHiBRATER HZEK(S) (premarket regulatory
E e submission requirements) MBRIFFRIZESTULND requirement.

B F FzlE FRATRHEER(ONRELST iﬁﬁﬁ

WELMEERTERERODHE R FvIRy
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DAEFIIIT 5,

£ FIUIESNTUOVEMESIE No' EL TR *rh R AT KRR
Sh, HRAMRHESZLUTICKRCKETANTS HEEFIE
ENHEIND, BROMRIRIC &
IEERZE
B35
FDA Number associated with the regulatory decision | Enter current FDA Premarket Submission Number(s). Add Conditionally Type: Alphanum. | NA no
Premarket | regarding the applicant’s legal right to market a Each DI record represents a version or model of a B0 Required* BA=hca
Submissio | medical device for the following submission device. For each DI record, you must submit the Length: 8 Cl
n Number | types: 510 (k), PMA, PDP, HDE, BLA, and NDA. | original premarket authorization number and the *Premarket Ehl BEHF
FDA /i8R | 3244 7 A% 510 (k). PMA, PDP, HDE, BLA, | supplement number through which you obtained Submission EX 3
ATIRHE | BEUNDA DHE—DODEEMIREIRE | approval or clearance for the version or model identified Number OR o
2 4+ BEEEDENIER BT 2 4D in the DI record, as required by 830.310 (b) (11). FDA exempt status
DREICEETIES Premarket Numbers should be verified with the FDA fulfills
< ° _ PMA or 510 (k) database to make sure the Number regulatory
(510 (k): FDA HYBI D EEMICHERSNT | o - , - -

o _ = presents the subject of the device record.  Device requirement.
WHERMABFLEDREMIRFIEEFIBIL | 1ecords should be updated with additional numbers in SHAEE
THLWEEEEEREBRORERNI | the future, as needed. FK
FEHFTIOER, 510 (k) DEFLAHN
£ HFHLLWRITZTEFIN-EEMESS (LEF | Example: PMA #123456 should be entered as TR
WBLRALISRANEITHD (UF5R IR | P123456! EoF (%

92 A1), el = RIMRIRIZ X
[http:/fwww.jaame.orjplkoushuu/vakuiiFDA Slid | HED FDA MIRATERILES(JEANT D, E?;;i}?{—ﬁ
es.pdf] £ARD Dl LT HOMBDEFD/N—2ar Ela“é ‘

FEGRERTTHHEE. XTREMHLL
FEDEICHEEZRIFTREGEREXIE
BIEZTIHE. L7a<&H 90 BHIIC FDA
IZBFHAIEFERLTINS,
[http://www.pref.kyoto.jp/yakumu/documents/120
1507232393.pdf

oPMA: Premarket Approval T BR BT AR EH 55
E —TEORFEIIETSIEERRAEEZT
R 5-ODKZBHFEE,
[http://www.okadac.com/j/glossary.pdf]

ePDP: Product Development Protocol, & &
B%¥JOba—)L. 21CFR814.19 (&S
B FHEE (PDP: Product Development

PETILETRT., &ARD D EBHEITHLT,
830.310 (b) (11) {FDA IZ&kVYAFEE=IXFHFaTSh
=B OTMRATRHE S, £7=(X. FDA MERHIIC
FYTBRATEIR R IYBRSNLI-HEZRIZET S
1B [CKYERIND DI EEICKoTHANE
NBN—2avFEEETIVICHT KR
(approval) FE71=ILEFA] (clearance) Z@EL THEDN
-HRAIRRESHRLVEERFERESTIRE
L% TIELNMFALY,  FDA OTHEREIES (&, Xt
RESINERMBRILRE RS LRI SHE
BT, FDAPMA F1=1E.510k) T—HN—XI[Z&KY
BRILT 5, MR BEICIHCTIH R
[SEMEINEBES)EHF T ENTLEEHE
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Protocol) - —#i% - EEHESR O HIRATR
) 12 HAESNIRFTRDBERLIHD
Ak,
[http://www.wam.go.jp/wamappl/bb13GS40.nsf/0/
b90bbf9a798ba7{34925770c001f77ce/$FILE/201
00421 2shiryou3 2.pdf]

eHDE: Humantanan Device Exemplon, A&
WEEARRS. 21 CFR814.100-126 { A
BFERAEERBEIROLHO FDA &) I
HESND, KERNTERM4FAUTH
BELGVLLRETSRAEITKEDR
BEIXEMICBWTEEIZETERE
T MICBENGHRENFEELGOERER
LEZRIND,

eBLA: Biologic License Application, 4%
KRR, ERERARERTLZR. &
MEF|ZEMEE-CEIEIITHELADES
BICE EYRFIAZRHFEEL CBER [T1R
HL. ZOERBEH/LEITNIEGESAEL,
eNDA: New Drug Application,  #ZEA&KFRE
B BEERORRIHY—H FDA ITxL
THLOVEERZAXERNTHTTHIZH
o THRRBEZHFETHAFHENDE, NDA
FRIETDHIIH->T EERA—H—IZL,

EELOZTEMEORIEE. ShEENBIER%E
LEIZZEE, Z2LDIEHRZE FDA ITIRHET
DLELRHB,

[http://www.sttresearch.com/web/main/jp/index.p
hp?option=com_content&view=article&id=127&lt

emid=276])

35,

5l PMA #123456 (&, 'P123456' &£ A DT 5.

Supplemen
t Number

EEHE

=85

Number assigned by FDA to a supplemental
application for approval of a change in a medical
device with an approved PMA, HDE, or PDP.
HAERFEHD PMA HDE, £L<LI& PDP D dH 5
—DDERMBOLEERZDEERFS
[Z FDA AEIYEHTHEES,

Enter all valid Supplement Numbers.

Each DI record represents a version or model of a
device. For each DI record, you must submit the
original premarket authorization number and the
supplement number through which you obtained
approval for the version or model identified in that DI

record, as required by 830.310 (b) (11). Although not all

Add
B0

Conditionally
Required*

*Premarket
Submission
Number OR
exempt status

Type: Num.

Length: 4
ER: BF
R4

NA
Zat

no

20/45




PMA supplements are applicable to a given model or
version, if FDA approves a subsequent supplement
applicable to that version or model, the GUDID DI record
must be updated with that supplement number, in
accordance with 21 CFR 830.330 (b). 30 day notice
supplements should be submitted ONLY if the 30 day
notice impacts the device design specifications, or
performance of the finished devices.
Do not enter alpha characters.
Example: Supplement 4 should be entered as 004.
BOGETCOEERFESEANT S,
£ROD D BHIF. TNTN—DD/NN—2avH
BVEETLIZHIET S, HARD DI FLERITx
L T.830.310 (b) (11) {FDA IZKYRBE=ILHFA
SNTF-HBOTRATIRHEE S, =X FDA AR
FZ R T BRATE R R &Y BRI L -1 25 2B
THER) ITEYERESND DI ELERICKOTH
AMENBN—23 FIEETIVICHT DEBE
BLTHRON-TRAIRRESELUVEERE
ERSFRELECTIELTERL, £TH PMA
(FERATRER) EEBRBSN.BFEDETIVLE:
(FN—=DaVITERESNSDITTIHGELA, £L.
FDA %%, é’liﬁ%ﬁ"‘)bb‘?)éb\(i/(—*‘)aw:\‘c‘ﬂ"o?:i
SEERFEZROAEE. 21 CFR 830.330 (b) (1
R E A H A RO EEHA) IZHEL>, GUDID DI
R EDEERFERES TR O>TEHINGL
TIELMFZELY, 30 BEXDEERE(@S) X £D
30 HBENA Y ELST AR B D | AL RTS8
[CHEEEZLBEDHICIRHT HILEIH
3’60
RFEFERALTIELDFELY,
f5l: ZEEAF 4% 004 EANT S,

fulfills
regulatory
requirement.
EHfTEE
;R*

T ER AT AR
BEEFE
BROMRIRIZK
UEBERE
295

FDA Product Code

FDA S Ga—

T

Product
Code

Classification for devices issued by the FDA.

FDA #I1TDHEZR (D7

.

Enter all applicable Product Codes, three-letter code.
For all PMA and 510k devices, Product Codes are
assigned in the FDA approval or clearance letter,

Add
Delete
Edit

Conditionally
Required*

Type: Alpha

Length: 3

FDA
Product
Code list

no
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Hl8a— respectively. For Class | and exempt devices, the B *Unless device | F&3l: ==F FDA & &
N device Product Code may be self-identified. HIl & isakitor VD | E&:3 a—Ky
RI5TH3XFEORRBI—FEANT S, T e | vihabl — 2k
M PMA B&U 510k HFZDOHBI—FIFT. Eh premarket
ZFH,FDA DFEERIK (approval), VEFATIK submission
(clearance) [ZEEIN TS, I3R [(LVB). HB& r;gmber
UIRAMEEOBEI—FIE, B EBALTHEL, Shes
HEERHN,
k4> IVD T,
BL {Biologic
License: &4
BAIAZR)
MR AR H
BEESEZH-OT
WEWRYE
REhd.
Product Name associated with the three-letter Product Auto populated based on 3-letter Product Code NA Auto Populated | NA NA no
Code Code. SXFOHBIA—RDAANICEWN. BBMALSHh | BEBIA | BBASLSH | ZEET ZEtE
Name IXFOHMmI—FICEERITONEE | 5, h % El
Rawa— | o4&,
F&
FDA Listing
FDA YRT1vYT
FDA Number assigned by FDA during Registration Enter all relevant listing numbers that enable the labeler | Add Conditionally Type: Alphanum. | NA no
Listing and Listing to all devices in commercial to commercially distribute the given version or model of | & Required* BA=hca
Number® distribution, regardless of pre-market device. Length: 7 Cl
FDA }) R | authorization requirements per 21 CFR 807.28 Listing number is optional for HCT/P devices, Kits and *Unless device | #85Il: & F
AT EE (. ) \ IVDs with a BLA premarket number. isan HC_T/P, kit | R&:7
A EEMEBRC)ZFBRENIRTAUT DRI, or IVD with a
21 CFR807.28 (f) (HBBIRTALJERD | ETOEETEIRTAL T BEREANT HHIC BL premarket
T - BBICEETARBORODOFESE | LY. INT—[EEZONTHBD/N—D30F submission
= | MEBENRE A A B EUE—A | FETLEEBARBESEAZENHES, number
EEDL-OOBRERBEVBBIRT( | UATAVTBBIELHCTP H#E(6). FYh6). B Shes

20 OHERETAREE(s)CEREL
FDA N EB D EEEEIR(S)ICEYY

', BLA {Biogics License Application: 4 #p&L%i &2
MEE) MERATES{HED IVD(s) L TIEE
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Tr=%&=, BERLLD, HEERDY,
HCT/P, vk
Ff=1% IVD
T.BL Mk
AIREES
EEFoTULVA
WRYERS
nbd
GMDN
GMDN
Code” GMDN Preferred Term (PT) Code is a unique Enter all applicable GMDN Preferred Term Codes or Add Required Type: Num. NA no
aO—R" five-digit code used to identify common device FDA PT Codes. Delete EREND EA—Rch
types. This PT Code is assigned to medical Each device record must have at least one assigned Edit Length: 5 Cl
devices and related health care products for the | GMDN Code/FDA PT Code; DI records are allowed >1 B0 Ehl #F
purposes of grouping and categorization. GMDN Code/FDAPT Code, if necessary. Mustenter | gipg E&:5
EA D 5 HFOHFI—FT. —#AICER | GMDN Code OR FDAPT Code, please don't enter both | 4= T

BB L UBHET AANILAT T ELF(S)
DA ZFEREIND,

codes for the same GMDN Name and Definition. The
FDA PT Codes can be found in the Find FDA PT Code
Module on the GUDID website.

For GMDN Codes: Enter only the 5-digit number, omit
the 'P'

For FDA PT Codes: Enter the 4-letter code.

L TOEY)% GMDN EARFE (PT: Preferred Term)
O—R(s)FEF=IL. FDA EAXREE (PT) O—F()ZA S
ERAR

2TORREERICIEX, DE<EL—DDEIYHT
b= GMDN J—KA\,FDAPT O—KFMNELTIE
WFEL F BETHNIL DI BRBER(S)ELT2
DL E®D GMDN O—RFEF=I& FDAPT a—FHVEF
alansd, GMDN a—KRZFEf=zIX, FDAPT O—F®
ELLEAALELTIEWNT AL mADI—F
(s%Z.FLC GMDN &#MB IV ERICAALEL
KS5EHET S, FDAPT O3—K(s)I%.GUDID =
JHAb®D FDAPT a—K-EPa1—/L#&RFE (Find
FDAPT Code Module) [CTHRETE5S,

GMDN O—KR&LTIE P #BRULNM=5 HTOBIET
—3DHEFERT B,
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FDAPT O—FK&LTIE 4 XFa—FEFERT 5.

Name Name of the common device type associated Auto populated based on GMDN Preferred Term NA Auto Populated | NA NA no
2 with the GMDN Preferred Term Code/FDA PT Code/FDA PT Code. BEA | BEIAASHh | ZEET ZAatE

Code. GMDN EAKZE (PT) O—K/FDAPT a—KDAH | # % El

GMDN EARZE (PT) O—F /FDA EXRE | (4L BEIADZIN S,

(PT) a—RITHIST BB ER.
Definition | Definition of the common device type associated | Auto populated based on GMDN Preferred Term NA Auto Populated | NA NA no
EE with the GMDN Preferred Term Code/FDA PT Code/FDA PT Code. HEA | BE8AASh | BT ZAatd

Code. GMDN #EAXZE (PT) O—K/FDAPT a—KDAH | # 3 R

Device Characteristics

D

GMDN #A&:E (PT) O—F /FDA HAK:E
(PT) O—FICHIET HHBHR D EDTE

=

[CHEL BBIANSNID.

For Indicates that the device is intended for one use | Choose Yes/No from the drop down list. None Required Type: Boolean Yes/No YES
Single-Use | or on a single patient during a single procedure. | KRy 7R mM5 Yes A No ZEIRT B, N EZRInd FEHI: FER Yes 7=
BEMA | #5511 AOLBICH0T 1 EHASLL [+ No
F1BZDBE~NDERAEZENTSEELT
E
Production Identifier(s) on Label
IANIVIZERE D B R F(s)
Lot or Indicates the device is managed by lot or batch Choose Yes/No from the drop down list. Add Required Type: Boolean Yes/No no
Batch number. Delete ERENh3 FEHI: FER Yes 7=
Number This number can be found on the device label or | For stand-alone software, select Yes to indicate that the | Edit [Z No
AwkZEf- | packaging. Lot or Batch means one finished software version number will be represented as a Lot or | 3&10
[Z/%yF | device or more that consist of a single type, Batch number =]iE3
£2 model, class, size, composition, or software ROvZ7AHoms Yes i No ZEIRT S, S

version that are manufactured under essentially
the same conditions and that are intended to
have uniform characteristics and quality within
specified limits.
HEWREOVRELIINYFESTERE
$BHIELETRT,
COESIFHZBBFOINLLLIIRES

RRAURF7AO—2Y 7Rz 7IZBELTIE Yes &
BRL.YIRD T - N—2a BESNOVRE=
[EINYFBESELTHERINSZEEFTT.
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MEIZRTENG, OvbELENYFE
F ERMICRICEE () TRESN T
ELRGEHEATH— DB LU RE
EETHELEERTHE— 24T ET
W OSRBAX ER BHLLIEY IR
T-N—avh b LEULEDTERLZ
HBEEKRIT D,

Manufactur | Indicates the device is managed by date of Choose Yes/No from the drop down list. Add Required Type: Boolean Yes/No no
ing Date manufacture; the date a specific device was KOy & 9o M5 Yes Hh No #:&EIRT S, Delete L ey (5 2R FER Yes Fi=
SR manufactured. Edit - [ No

LEMATHER RFEDHSFEZREL BN

-H) TEEISHLETY. HIlBR

e

Serial Indicates the device is managed by serial Choose Yes/No from the drop down list. Add Required Type: Boolean Yes/No no
Number number. This number can be found on the device | KOy Ao M Yes A No Z:ERT B, Delete EREND &R ER Yes F1=
SFIL | label or packaging. The serial number is Edit S I No
E: 2= assigned by the labeler and should be specific to B

each device. Bl B

LMBES T LBESTEETHIEE e

Y. COBESEHEIEBINILBLL

(FREM EIZTRRSND, ZDVI7IL

BEFIRT—DEYET HEBITHE

DESETS.
Expiration | Indicates the device is managed by expiration Choose Yes/No from the drop down list. Add Required Type: Boolean Yes/No no
Date date; the date by which the label of a device FOvF S5 mis Yes i No #EIRT B, Delete EREhb FEAI IR Yes Fi=
ALHHARR | states that the device must or should be used. Edit - (£ No

LERRBREAMHRTEEIHLET B0

T, INIICEZEDOHRETICH MR HIlBR

EZTHEATL LLEREZHEET LR &

HRAAREH SN TS,
Donation Indicates the device is managed by a Donation Choose Yes/No from the drop down list. Add Required Type: Boolean Yes/No no
Identificati | Identification Number.  This number can be Delete ERE=Nb @Al FEiR Yes 1=
on Number | found on the device label or packaging. The This Pl is only applicable to HCT/P products regulated Edit £ No
Fr—& Donation Identification Number is applicable to as medical devices. B0
AEE devices that are also regulated as HCT/Ps andis | KOw 74 ™M 5 Yes m No Z5&IRT 5, 1123

a number that is assigned to each donation. 4=

LBREBEFR— VBB S TEEY

A Pl (X EE#IRGC)ELTHRFIENS HCT/P
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HCLETRY., ABESIELBEBEINILEE
FHBLIZR RTINS, ARFR—3>
HRESIL HCTIPGS)ELTHIRFISh 44
FE)IEASIN, BRF—ICHLTEIY L
Tonf-BHETHD.

B DAIHEASIND.

Latex Information

ZTYIRICET HIEH
Device Indicates that the device or packaging contains | Choose Yes/No from the drop down list. None Required Type: Boolean Yes/No YES
required to | natural rubber that contacts humans as KOvZF&Homis Yes h No #:&IRT S, N ZRkEnd FERI: FER Yes F1-
be labeled | described under 21 CFR 801.437. Choosing IZ No
as ‘Yes' indicates that the device label or packaging
containing | contains one of the following statements: (1)
natural "Caution: This Product Contains Natural Rubber
rubber Latex Which May Cause Allergic Reactions",
latex or dry | (2) This Product Contains Dry Natural Rubber",
natural (3) Caution: The Packaging of This Product
rubber (21 | Contains Natural Rubber Latex Which May
CFR Cause Allergic Reactions" or (4) "The Packaging
801.437). of This Product Contains Dry Natural Rubber".
KRBT L | EMCfN S LR LLIIBEIM A, 21
FTYIA | CFR801.437 (RATLZETHIR(ES)~ND
LELAREE | —F—DAEDINIUY - FERHE(S)
JBRART | IS T HHANEKS) - INIUT) I1TF
LEF% |BOXAITLEERATHILERT. H
FRILIZ | Y (Yes)ZEBIRT HEICKY, HEXBRDD
REHITS | NILLLLEFBEEMARDERDSE—2
CENE | ERTTH ()EER COHRKTL
BOIS | WX —RISHECTAIREMEDHLIRAT
hTWd | L STYIREEETS (2 CORME
BER 21 |EBRXATLEERTAH.3 X5 O
CFR HESOBEEMIE. FUILF—RIEEREIT
801437) | AIREMEDHEIRAT L-FTVIREER

5.3 4)"TORIDIREH (XEL

BRRILEEFRTD.
Device Indicates that natural rubber latex was not used | Select checkbox if appropriate. Add Optional Type: Boolean NA no
labeled as | as materials in the manufacture of the medical Delete @Al #EiR E4=kcs
"Not made | product and container and the device labeling Only applicable if the response to "Device required to be | Edit If no data is CH
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with
natural
rubber
latex"

"MEHIZX
RIL-5
TYIR%E
FEALT
LVRLY &
FRRSh
TUL\51#
=

contains this information.  Only applicable to
devices not subject to the requirements under 21
CFR 801.437. Not all medical products that are
NOT made with natural rubber latex will be
marked.
LERERANERIURFOREICHL
THHEE)ELTERAT L -STYIANER
ENTULVENWIEERL R IANILICED
{E$RESL. 21 CFR801.437 (RHKRT L
EETHBEOANDI—HF—DADINY
U - EETERER(S) xS AEERIERK(S) -
FRYDT ) BRE)RREGSIEVEER(S)
DHIZHEH,
RKARTIN—-STIIREMHELTERL
TWEWRREIREC)ETITY—IT 50+
TIE7AZLY,

labeled as containing natural rubber latex or dry natural
rubber" is "No".

Optional element for labelers who include a statement of
'latex-free' on their label or in their labeling.  FDA finds
these statements: 'latex-free' and 'does not contain
latex', to be not scientifically supportable and strongly
recommends they not be used in medical product
labeling. Instead FDA recommends the use of the
statement 'Not made with natural rubber latex."

It is not assumed that all devices NOT made with natural
rubber latex are marked; therefore this is an optional
element for the labelers who choose to make a
statement in the labeling.

LLBERAINANIE FvIRYIRTFIVIT
.

RATL-ZTIIRELIEBERATLERE
IRIVIZRETHENERF I Ton T SRR
(Device required to be labeled as containing natural
rubber latex or dry natural rubber)” [ZxfLT,"No" A%
RHEINTVDIESICOABERSND.
HEINILEIZSTYIARER (latex-free) &
SIBLTVWEIRTI—ICHITHERERERTH
%, FDA [X,'STYIRARER (latex-free) Hk
W 'STYIREEHBLIEL (does not contain latex)’
[ WFhERZHIFERASN SO TIFAL
HEEHBINILIZIEANVEDNK SRS
5., TOHKY.FDA [F. MEICKAT L-5Tv9
AZFEALTLVELY (Not made with natural rubber
latex)" DERIRDFEREFENH TS,

RAT LTI REMBIFERALTLVENE
TOHBIC. FDXISICIFERBINTIELVERLE
HETESH. INIIZERETL DT HEFHE
RIEIRNT—()ITH LT AERIIEELT D,

B0
HllB&
wmE

provided, "No"
is stored
TF==

AL T—4h
RS T
BihiE
"No" &ECfRS
h3

Prescription Status

RHEEDERNRR
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Prescriptio | Indicates that the device requires a prescription | Select checkbox if appropriate. Add Optional Type: Boolean NA no
n Use (Rx) | to use. Can select both Rx and OTC for one DI record. Delete FERI: ZER BA=hca
WHED | LEMFERICLAZEEETLHILET | LLERSANE FvIRVIATFIVIT Edit If no data is ¥
WHEY ER 5, =)l provided, "No"
(R¥) —D>0 DI KL TR (AZE) & oTC (7 | Hlbk | isstored
BR) ORALERT SEAHED. we | FE

il T —4h

R#tSh T

mniE

"No" &EREkS

nb
Over the Indicates that the device does not require a Select checkbox if appropriate. Add Optional Type: Boolean NA no
Counter prescription to use and can be purchased over Can select both Rx and OTC for one DI record. Delete FEAl: FEiR E4=kca
(0TC) the counter (OTC). LLBERAINNIEL FvIRYIRTFIVIT Edit If no data is 4
—AE | ARRFOERICOLAELNTETHY. 5, BN provided, "No"
e —HRICOTCIRLWTRAFRETHAHLET | —DD DI EHFICHLT R (LAZE) & OTC 0 | HIBR s stored
©te) | ¥, MAHERIRT HEAHED. wme |HEE

%7 —an

Rf#tSh T

TrniE

"No" &ERfkSE

nbd
MRI Safety Status
MRl DR &M DIRE
What MRI | Indicates the MRI Safety Information, if any, that | Choose a value from the drop down LOV. Edit* Required NA MR Safe, | YES
safety is present in the device labeling.  Please see EREND BA=Rcal MR
informatio | the ASTM F2503-13 standard for more The final rule does not require MRI-compatibility testing; | *ONLY if Unsafe,
n does the | information. it only requires submission of information regarding changing MR
labeling MRl Z2EHRERL. ELERAHNILHE | MRI-compatibility that the labeler already possesses. from Condition
contain? | S~ LIZERTEND. FavF -2 Lov KY—DDIEZ#EIRTS. | Labeling al,
MBI | B, TASTM F2503-13 (MR BIETIZH does not Labeling
WIZED | +2%40t-00. EFEERLUZ0 | XBIL—IILTIE MR BEEETMHEER contain... does not
£5% MmEEA~DT—FL S R#Y @@ | (MRI-compatibilty testing) ZZERLTEST ST }\c/l)Fc;ther (I\:/(I)Frz]ltam
MRI 2% —MBEICERBLT- MR EA ST BERO (Safztatus Safety
RE#HH REDHEERLTNS, Unsa]ée, informatio
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SRR
hiEsh
TW3H?

Condition
al).
Otherwise
,NO
changes
are
allowed.

T

2 9%
IZ..D3F
PUIYANYAY
Ly h
5, o
MR JREE
(MR &

P
=

(Safe).
MR JEi#
a
(Unsafe),
MR &4
& @
a
(Condition
al)) 2%
Iy (W
HED
H AT BE,
ZnLl
HHE, L
NEHE
B(s)bEF
IR (RAN
Ly,

n

MR #EE&
(Safe).
MR JEi&
=
(Unsafe),
MR &
fT&EE
=
(Condition
al), I~
)T
[&. MRI
T2
1z
BFELEW

Clinically Relevant Size
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ERPREEH A X

Size Type
YA4XD
e 213

Dimension type for the clinically relevant
measurement of the medical device.

LZERERDERKRICEHET 21D

Choose a value from the drop down LOV.

If the desired Size Type is not in the current list, select
'Size Text, specify' and the data element 'Size Type Text'
will appear (see below). It is expected that the 'Size Text,
specify" will only be available for a limited time.  Use
this option to help us build a list of values that are
appropriate for your device type.  GUDID reserves the
right to review all suggestions before adding values to
the Size Type LOV.

More than one Size Value per Type and more than one
Size Type may be added to each DI record.

FOvZ -2 LOV &Y, —DDEZEEIRT 5.
EfFSNIZ)AMIY A XDEHE (Size Type) H
BIThIE YA XETFATANT S (Size Text,
specify) Z#EIRNT D, §T5E VA XREDTFHR
FA I (Size Type Text) NEND (UTESED
H), HYARXETXAFTAHTS (Size Text,
specify)’ W HEFEAINDIEDTIFELGENEER
3.

ZOFTavEFERL. ZNETNDIRST—DH
BIEYET —2%, UAMIANDIREELT
LMz2&E7zLy, GUDD (X 2 TORESNDST
—A(5)EH A XDELE (Size Type) LOV IZHIZ S
AR T HIEFIZF->TLS,

YA XDEHE (Size Type) Z&IZ2 DU LD YA
X{E (Size Value) H¥dY, F1=%& DI FELEITHL
T2 2ULDHAXDEAE (Size Type) ZMZ S
EHNHXKS.

Add
B

Conditionally
Required*

*If device is
available in
more than one
size
FHHGEE
;R*

oE 3T 0)
YA XEHRO
2D LEHN
. ERSh
)

NA
BAT

Circumfer
ence;
Depth;
Device
Size Text,
specify;
Catheter
Gauge;
Outer
Diameter;
Height;
Length;
Lumen/In
ner
Diameter;
Needle
Gauge;
Total
Volume;
Width;
Weight;
Pressure;
Pore Size;
Area/Surf
ace Area;
Angle
54 R
T R
DY A
ZIEHR
EXF
T, hT
—TIL
D4 —
)
B &

&S A

no
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31 {0
7=
RBE;
g =
g E
71; HBEL
% &
| RE
B AR
Size Value | Numeric value for the clinically relevant size Enter numeric value for size. Add Conditionally Type: Num. NA no
H A X{E | measurement of the medical device. Decimals are accepted; fractions are not accepted. B0 Required* EA—Rch
L EEMENEEKICEET A (X% | Each Size Value should be entered separately. GUDID Length: 40 4
HIETRT. is not accepting Size Value as a range at this time. *Required if ER: BT
BET—2EANT 5. device is &40
N R DOFEREEFFAINSGD BT Sh available in
Ly, BHAX{E (Size Value) (X, BIRIZAA more than one
FTHILEHRT D, HTD GUDD (F, 940X i!f?#ﬁ%g
EEEE TR CEEHTLLEL, ; ‘
" REERRD
YA XEHRH
22U EHN
. EREh
%
Size Unit of | The unit of measure associated with each Choose a value from the drop down. Add Conditionally NA For. no
Measure clinically relevant size. FOvaHons{EEEIR EBin Required* EZ=hc B length:
AEDY | FRKICEES 28T AXDBIEEAL, Centimete
A X B *Required if r,
device is Decimeter
available in ; Feet;
more than one Femtomet
size er; Inch;
EHHEE Kilometer;
R Meter;
Micromet
er,
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"R R LR D
H A XE|A
22k EHn
[ EREh
%

Millimeter;
Nanomete
r
Picometer
: Yard;
For area:
Square
centimete
r, Square
foot;
Square
inch;
Square
meter;
Square
millimeter
For
weight:
Gram;
Kilogram;
Microgra
m;
Milligram;
Metric
Ton;
Pound:;
Ton

For total
volume:
Centiliter;
Cubic
Inch; Cup;
Deciliter;
Femtoliter
; Fluid
Ounce;
Gallon;
Kiloliter;
Liter;
Microliter;
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Milliliter;
Nanoliter;
Picoliter;
Pint;
Quart
For.
gauge:
French;
Gauge
For angle:
Degree
For_
pressure:
Pound per
Square
Inch;
millibar;
KiloPasca
I
Microgra
m per
Total
Volume;
Milligram
per Total
Volume;
Units per
Liter;
Hertz;
St
UFA
—kIL;
Fok
—kIL;
T4—h;
N
A=k,
A2F,
FO-A

33/45




—bkJ;
A—RIL;
E& 7
- A—k
Ju; 21
A—R)L;
F/ A=
L, E
- A—}k
U, ¥—

miE:
At
FoA—h
I, EAH
24—,
EHA

sy
+
St

A
B % ot
| m T
- <

= Ui\ O
ROE SR
Iu\\&_\\ll,\,‘.\\t
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1,000 kg.
E:
1,016.046
9088 kg.
Kh
907.1847
4kg)
ki
o F-
Yk,
SAAY
F; Hy
7T
- )uk
L, 7
L)y
kL, A
Ay, &
A-Jyk
Iy
ML, =
A448a-1)
vhL; =
1)-1)yk
W, F
J-)vk
o, E
=ML
L A
Y
A=k
(REH
£31: liquid
quart)=1/4
Aors=
K)
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57.75 3L
BEAF
=0.9461)
kL,
(&)
1.136 U
ML, (B2
S
dry quart)
KD
=67.201
SHAY
a‘_
=1/8(K
EZE)N
v
=1.1011)
vk,
(&)
=1.1361)
yhkL, )
=
ILF
(Fr&xt=
(X F LB
9. 1Fr
=1/3
mmp; 7
s
AE E
EN &
EHAY
FHEY
RUK;
SYRVA

=)L, ¥
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A/ X

hiv; #
CYE
=Ym~<
A450-
i rN
kg
=V DL0))
)93
L, Bifu
kL
=V UL0))
=k
~N)LY;
Size Type | Additional undefined device size not represented | Enter Size Type, Size Unit and Unit of Measure for each | Add Conditionally Type: Alphanum. | NA no
Text in the GUDID Size Type LOV. entry. BN Required* Zue
YA XE | GUDID DY AXEEYRMIEHLN G | BT —FAAICBLT YA XDELE (Size Type), Length: 200 4
EDTX | REEDHAXZEBMT S, YA XDESL (Size Unit) SEUBITEBAL (Unit of *Required if Al mKEF
AFAT Measure) # A 7T 3, ‘Size Text, R&:200
specify' is
selected above
EHFEE
;k*
A XET
FARTAR
95 (Size
Text, specify)’
Z ERETER
L=&m& I,
BERIhD
Storage and Handling
RESLURYEKL
Storage Indicates storage and handling requirements that | Choose a value from the drop down LOV. Add Optional NA Handling no
and are required for the device including temperature, Delete & EA=Rcacl Environmen
Handling humidity, and atmospheric pressure. Conditions of the Storage and Handling Type are Edit ;t heri
Type measured below as a range, with a Low Value and a mosphet
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RELE
[03: 0%
(RYF-2:-3

BEGEE. BLUVAREGE, HEHEED
REHIVEYEVOEICERSNOEHZ
9.

High Value. More than one Storage and Handling Type
can be added per device record.

FOvZ -8y LOV &Y, —DDEZRIRT S,
REHIEY HKL D E#(s) (Storage and
Handling Type) (&, AT D&Y, {E{E (Low Value)
HELUETE (High Value) ZH D& EL TRIES
nd. TNETHhOEFLHFEELT 2 DOLUELED,
REBSIUVCRYKRVOEENFHIND.,

1B
HllB&
wmE

¢ Pressure;
Handling
Environmen
t Humidity;
Handling
Environmen
t
Temperatur
€
Special
Storage
Conditions;
Storage
Environmen
t
Atmospheri
¢ Pressure;
Storage
Environmen
t Humidity;
Storage
Environmen
t
Temperatur
e

YRR
BAKE;
YRR
BEE,
YRR
ERE,
HARE
B3
FERE
RRE;
RERE
mE
RERE

8
/ML I3
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Low Value | Indicates the low value for storage and handling | Enter a number for Low Value. Add Conditionally Type: Num. NA no
E{E requirements. Delete Required* EA=Rch
REBLURYEWNZETIERDIEE Must enter at least one value, Low or High but can enter | Edit Length: 6 3
RT3 both Low Value and High Value, if needed. B *One value R BT
Hill & (Low or High) is | E: 6
Type: Numeric; i required if T
Limit: 6 characters Storage and
EfE (Low Value) BET—2EANT 5. Handling Type
BETHLEEH IV IBED—DDTF—FEA EwmmmT
A BB evice recor
;jég%) DEIZGCTRAELANTHELH S
A M, R
BSi6 XF (may RESLV
UKL DOE
#£ (Storage
and Handling
Type) A, #
#RaCERIZ0
ZbnTLVS
HmEF. —D
DiE (BEF
IS E). A
BERKShD
High Value | Indicates the high value for storage and handling | Enter a number for High Value. Add Conditionally Type: Num. NA no
=X -} requirements. Delete Required* E4=Rca
BREBIURYIEWLIZETAERDEIE | Must enter at least one value, Low or High but can enter | Edit Length: 6 Cl
5T, both Low Value and High Value, if needed. B0 *One value il #F
=23 (LoworHigh)is | E&:6
Type: Numeric; i required if T

Limit: 6 characters

={E (High Value) ${ET—2% A 1T 5.
BIETHLEBHIVIEBEN—DOT—4%A
N3N BEICELCTERALELANTSELH
k5.

Al BT

£&6 XF (max)

Storage and
Handling Type
is added to the
device record
EHAEE
;R*

MREESU
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BRUEKLDE
# (Storage
and Handling
Type) AV, 4%
ZRECEXIZAN
AbNTLVS
BElF. —D
DiE (EE=E
fzIEE ). A

BEREhb
Unit of The unit of measure associated with the storage | Choose a value from the drop down LOV. Add Conditionally NA Degrees | no
Measure and handling conditions. FOovZ4a ™y LoV HhS{EEEIR Delete Required* Zugd Celsius;
AEEM | REBLUBRYRWDGEHEEET LHAIE Edit Degrees
B3 BN *Required if Fahrenhei
HilB& Storage and t:
= Handling Type Degrees
s is added to the Kelvin;
device record Kilo
SHHEE Pascal;
R Percent
(%)
MRS E LU Relative
BRYRL DX Humidity
5 EKE
# (Storage S
and Handling E -
Type) A, # ERm
FRaCERIZAN 3
25 TS TIhEY
BAIFERS B
h%) :Fl:l =/\
RAAIL;
HxtiE
E/—
ok
(%)
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Special Indicates any special storage requirements for Enter any other storage conditions. Add Conditionally Type: Alphanum. | NA no
Storage the device. For devices kept at room temperature, or other standard | Delete Required* E4=hca
Conditions | xR (Tt I 4RI BRESE M (LE2 | conditions, input that information here. Edit Length: 200 CH
FHRE | TREALED) ERT. Z0MD (LEETRERZN) REZFHZEZANT | EM *Required if Al EBEF
& %, il Bk ‘Special F&:200
EREE TR TOMBELCLIREEHD | FE g?r:gi%i%ns'is
n e ek - -
W)L BEFEHRZECCICANT S, selected ahove

EHfTEE

;R*

*“HFRRE S

% (Special

Storage

Conditions)' A%

LEETEIRS

nr=iEald

EREhd
Sterilization Method
BEAH L
Device Indicates the medical device is free from viable Choose Yes/No from the drop down list. None Required Type: Boolean Yes/No YES
Packaged | microorganisms. See ISO/TS 11139. > N | BRI F@hl #ER Yes &71=
as Sterile M ERERICERINGRINEETRT, The two Sterilization Method questions are independent % No
RWEMME | 1SOTS 11139 (NLRT THEEDHE - of each other; this element is designed to capture
Shi-E | BEnEs) 88, information about the device as it enters Commercial
e Distribution.  These data elements are not designed to

capture sterilization procedures executed by the
manufacturer or labeler.

KOvZ7&Homis Yes h No Z&EIRT S,

LR DOOBMEAEICETLIER() (REHX
VL TIZHKIE) . BEVCELGSZLOTHY.
XG2S M HIER (Commercial Distribution) 415
BRICEDEITIRETHIDMEMDAHDIDT
Hd. NMoDOT—2ERE)IE HEA—D—F
IESRS—MNERTIHEBETOER(S)EHDT-
HDELDTIEALY,
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Requires Indicates that the device requires sterilization Choose Yes/No from the drop down list. None Required Type: Boolean Yes/No no
Sterilizatio | prior to use. | EREND FEAl: FEiR Yes 1=
n Prior to WEPHLRS (X FARICRENNETH A | The two Sterilization Method questions are independent % No
Use LERT. of each other; this element is designed to capture
SRz information about the device before it can safely
BEEE encounter a patient, regardless of whether the device is
43 single use or reused after reprocessing. These data
elements are not designed to capture sterilization
procedures executed by the manufacturer or labeler.
If answered 'Yes', at least one Sterilization Method
(below) must be selected.
FOyFZoomi Yes h No &:&EIRT S,
BEZ_OOREAEICETHERM(S) (REHL
UUTFICH<IE) . BEVIELGSLDTHY.
HEBENRLICEFEIFERAING-OIZ &
SHEHEN BRFERAGON BLELTHRAS
N53EDLEOMIERDOT I AT —2EREER
T4, NoDT—RER@) T HWEA—H—F
FIESRS—MERT HRBETO X (5)EE 571
HDELDTIEALY,
EZN Yes' THNIL DECEL L TITHESIAIC
RTHND—DDREAHE (Sterilization Method) %
BEIRUGCTIROD TR,
Sterilizatio | Indicates the method(s) of sterilization that can Choose a value from the drop down LOV. Add Conditionally NA Chlorine | no
n Method be used for this device. Delete Required* Zugd Dioxide;
BEAE | LZEBICEATRELRBE A A 25 | Only applicable if the answer to 'Requires Sterilization Edit Dry Heat;
9. Prior to Use' is 'Yes'; otherwise, the LOV will remain B0 *if 'Requires Ethylene
inactive. Bl & Sterilization Oxide;
i Prior to Use' is High
The Entry LOVs represent the sterilization methods marked 'Yes' Intensity
recognized by the CDRH Infection Control Branch. EiHf=E=E Light or
Methods selected should be only those approved for P Pulse
each device by the CDRH Office of Device Evaluation. Light;
FOvFH o mis Yes i No #EIRT S, * (e PR3 Hydrogen
Peroxide;
EARTICIHMEZEET S (Requires Sterilization Prior (%ei%e—i_ % Microwav
toUse) MEZH.'IELY (Yes) DIZGEDHEH Sterilization SO,
FTRERTHY. T5THINMSEIE OV LR Prior to Use)%" Radation
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TEBHREEIZIESALY,

XER LOV(s) JAMIIE, EREEER - SRR E
+>%#— (CDRH) DREZEEEEDP (Infection
Control Branch) HM\F2&HRE A ENFIZEINT
W5, BIRSNI=FE(S)E CORH D251
&R (Office of Device Evaluation) [Zd\) & HERSIZxTL
TRALIYMTHHIENHERIND, (BREE
HEERFY (Infection Control Branch)Id, 4428 ST &7
(Office of Device Evaluation) ®—EFITH 3. )

[ELY (Yes)&
LE=-BEIEE
KEhd

Moist
Heat or
Steam;
Ozone;
Peracetic
Acid;
Radiation;
Sound
Waves;
Ultraviolet
Light
3 #
1B%, &
X AnE,
IFL
A E
k&
TEE AR
BAHLL<
=AY
R-54
b EEE
bk,
<40
RS
bW I
#24L<
FER
*Jy,
B FEEL;
TETHR;
B %
CAN

Footnotes
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Add = Addition of new data is allowed; Delete = Deletion of entered data is allowed; Edit = Editing of entered data is allowed; None = NO edit, add, or delete are allowed; NA = data
element is not able to be changed directly; most are ‘auto-populated’ fields whose information depends on another data element

Add = FTT—2DEBMAHFRIENS; Delete = ANFET—FDHIBRMFRIENS; Edit= ANFT—FDOREMFRIESNS; None = L ERHRE. BN, HIBRDLY
THRLFREHEA,NA = HREFAOT AL FAEIMD T —FERICKYVROOLNTEY . BEIMICA N (F&E) Shd (auto-populated) T74—ILR(s)THBT=
O EECNOERET D EIFHERLL,

See 21 CFR 830.310 and 830.340 for required data elements.
BRT—EDEHK(s)F. See 21 CFR 830.310 (HREHHAICHELIFR) HEU 830.340 (FHBNRIHRFIFERDBIHLIRL) 25HBDE,

Alpha = alpha only; Num. = numeric; Alphanum. = alphanumeric; NA = data elements with a checkbox or LOV that don’t require text entry
Alpha= ZEF D& Num.= $=F; Alphanum. = FEEF;NA= Fy IRy XA LOV (List Of Values: MR ELDMED (FOvF-F ) YRR KURIRTSHT
—RER[S)THY. TFAM T—E2DANETRE,

GUDID data elements that are not released to the public
ARINELY GUDID T—REXK(s).
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AXFTSRLTVSETDSHEE—E

ERES EXZA IV BARILFIR o0l
21 CFR Distinct identification code -  Tracking - Current Good BRREZZE RO —F - FSuF T (#K) - Good Tissue Practice {E . . N . ;
Iz 000 | Tssue Pracie HUMAN GELLS, TISSUES, AND - ;ﬂﬁ%ﬁl’i%ﬁl:ﬁﬁ#éﬂiﬁﬁﬁwﬁﬁi BEEERUBE | it o st o covioipsea e O Seach GmC 1711000
' - EEDEAE) HCT/P(S)

How does FDA define important terms in this part? - General ‘ _ _
71.CFR 1713 | Povions UMANCELLS, TISSUES MDCELLUIR | FA (=87 S —H= PSRRI - 1000 -Hcr) | st oo s s
21 CFR 32 (¢) | Combination product - Definiions AvEF—tay- sk - AROEE bl e s cdocSCFRCERSRarch s
(Zal) (CZI;R 801.20 Package - Label to bear a unique device identifier. WE - #BEEFEHR T (uDI) ZEiREHITHEINI https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
21 CFR 801.3 | Definitions FEDER®S) - —’o5\YF &I https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system

: . . ) . P Al T = s .
gé 1CJ‘:3R7 gZZL:?ebrs]lér:]?sf(f)(;rdggzgzghS(i\ﬁzztsalnLnAﬁléﬁlf\;gbber SpeCIal ;E'S‘;':_I_ ﬁg_ 2 ;gﬁg(}?é\)w ;-/\ Ijj; 70) 2% DY /7 q:é-f E&% http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/lCFRSearch.cfm?FR=801.437
21 CFR 801.45 :(Dji\rl]l'[(ljf?esrthat must be direCtly marked With a unique device ﬁgg:;&ﬂ”% (UDI) %9 /rl/aF ) 7_#>7 Lt’:(-}-h(it’:bt’: https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
. e 3 w—x H Ut

(2;') CFR 80145 In general Tﬂifg ﬁ%@?ﬁ(ﬁs;ﬁﬂ]¥ (UDl) EIALIE =KL TLEIR https://www.federalregister.qov/articles/2013/09/24/2013-23059/unique-device-identification-system
(2;-) R EXCeptiOHS ﬁ(&;géﬁ%\ig%zj?ﬁ” i (UDI) 55( o=y Lt;H- https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system

Updating device listing information - Procedures for Device YR T4 T ERD ) IZE8ET AR D= DE
21 CFR 807.28 | Establishments - ESTABLISHMENT REGISTRATION AND ffig / #ﬁ; %; ﬂliiﬁ_j;ﬁ_%;s Jj%?i_;{)h;%ﬁﬁn; &b - sl htto/lwww.gpo.qovifdsys/pka/CFR-2013-itle21-volB/pdiCFR-2013-ttle21-vol8-sec807-28.pdf
(f) DEVICE LISTING FOR MANUFACTURERS AND INITIAL gfi%; *;)%g B 7 U‘EE" H”A DI=HD Ax http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=807.28

BHLU YRTF42Y

IMPORTERS OF DEVICES
(Zbl) CFR807.3 Commercial distribution - Definitions - General Provisions ERARE - AEEDEE - #£A| http://www.qpo.qov/fdsys/pka/CFR-2013-title21-vol8/pdfICFR-2013-title21-vol8-sec807-3.pdf
§14C]I_:0%_126 FDA regulations for Humanitarian Use Devices NEFEREEEIDO-HD FDA Eik http://www.accessdata.fda.gov/scripts/cdrh/cidocs/cfcfriCFRSearch.cfm?fr=814.100

= + . . o—pn
21 CFR 814.19 Egg:ﬂigi\ée%oﬁg]sgga;%f (g)ll:(l\F/)IIEFIS)I éiLe rlseErslll(-:E S i%g@?:ﬁg; %P EEJP. Product Development Protocol) - B http://www.accessdata.fda.goviscriptsicdrhicfdocs/ccfriCFRSearch.cim?fr=814.19
géoc:'; 1R0 Information required for unique device identification. HEEE AR L ERIER https:/fwww.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
géOC;BRO ;l;:g ?;;g;§meiSSion of unique device identification R EF# A EHRO IR R https://www.federalregister.qov/articles/2013/09/24/2013-23059/unique-device-identification-system
géocg 4% %?é?mz{i)(/)r?meiSSion of ancillary device identification HBIRIRL SR RO B TSR https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
21 CFR 830.40 | Use and discontinuation of a device identifier. BN FOEASLUEIL https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
ASTM Standard Practice for Marking Medical Devices and Other MR RETICETRENHD ., ERERRIVTOMSRE | essnm
. . . [N p: astm.org )
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UDI formats by FDA-Accredited Issuing Agency
FDA FER[FFITHE D UDI T+ —<vh(s)

This document contains information and links related to the format of the unique device identifier (UDI)
for each FDA-accredited issuing agency. Each FDA-accredited issuing agency has a unique UDI format
that has been approved by FDA during the initial accreditation process. Any changes to the format of
the UDI by an issuing agency must be approved by FDA before implementation. Please contact the
issuing agency directly to obtain a UDI and for any additional questions regarding the creation or
implementation of the formats.

AFF1AUME, & FOA BAFFHITHERE D UDI 74— YMNZBET DIFREV V() ZRETS. &
FDA BRR[EFITHER L. FOA DRI TOERZEL CERAISNEF D UDI 7+ —<yhEHD, W
A7 HZEE(s) TH TN D FEITHEID UDI T4 —TyMIMZ oA D5, ERIIZ FDA DHFAIEF
TESTIELMFZELY, UDI BBICERL TIE F = 74— U s) DERERICBE T 52 D ith E i (s) %
E.EE SRTHEBIERT 5.

Please note that standards development organizations that are helping to promote standard adoption
of UDI in electronic health information® are currently working on recommendations for UDI
representation and transmission. When available, links to these documents will be available at the UDI
webpage: www.fda.gov/udi

BEFAILRER 1TSS UDLERANOREBERZHE T D154 (o) ARMAR(s) (&, TRTE UDI TR
PEEICETIREC)EREFTHD. NN AFAEEARKEEIZENIE, www.fda.gov/udi IZTxt
ZREX ARSI ANDY Y (s) I BEBNS,

GS1°® Issuing Agency’

GS1°® BiTHE’

Issuing Data Human Readable | Database Field

Agency | Delimiters Field Size Size

RiTH# | T—FKE | Identifier Datatype | AMEIHI(— |T—4_R—Z-T

B T1Y(s) HialF T—45%R | LYK 14—ILE- YA X

GS1 (01) DI Numeric #1=F 16 14
Manufacturing/
Production Date numeric

GS1 (11) &R [YYMMDD] 8 6
Expiration Date numeric

GS1 (17) & FREARR [YYMMDD] 8 6
Batch/Lot Number alphanumeric

GS1 (10) NYF /Ay BES BT 22 20
Serial Number

GS1 (22) )TIVES alphanumeric 22 20
Maximum Base UDI

GS1 EXupl DEAE alphanumeric 76 66

ex: (01) 51022222233336(11)141231(17)150707(10)A213B1(21)1234

1

http://www.fda.gov/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cdrh/cdrhreports/ucm301912.

htm

2 http://www.gs1.org/




Health Industry Business Communications Council® (HIBCC) Issuing Agency

3

Issuing | Data Identifier Data type Human Database
Agency | Delimiters Readable | Field size
Field Size
HIBCC + DI Alphanumeric 7to 24 6 to 23
HIBCC S Lot Number Only Alphanumeric 19 18
HIBCC $S7 Lot Number Only (alternative Alphanumeric 21 18
option)
HIBCC SS Expiration Date followed by Lot Exp Date: numeric [MMYY] 6 4
Number Lot Number: alphanumeric 18 18
HIBCC $$2 Expiration Date followed by Lot Exp Date: numeric 9 6
Number [MMDDYY]
Lot Number: alphanumeric 18 18
HIBCC $S3 Expiration Date followed by Lot Exp Date: numeric 9 6
Number [YYMMDD]
Lot Number: alphanumeric 18 18
HIBCC $S4 Expiration Date followed by Lot Exp Date: numeric 11 8
Number [YYMMDDHH]
Lot Number: alphanumeric 18 18
HIBCC $S5 Expiration Date followed by Lot Exp Date: numeric [YYJJJ] — 8 5
Number Julian Date format
Lot Number: alphanumeric 18 18
HIBCC $$6 Expiration Date followed by Lot Exp Date: numeric [YYJJJHH] 10 7
Number —Julian Date format with
Hour option
Lot Number: alphanumeric 18 18
HIBCC S+ Serial Number only Alphanumeric 20 18
HIBCC SS+7 Serial Number only (alternative Alphanumeric 22 18
option)
HIBCC SS+ Expiration Date followed by Serial Exp Date: numeric [MMYY] 7 4
Number Serial Number: alphanumeric 18 18
HIBCC SS+2 Expiration Date followed by Serial Exp Date: numeric 10 6
Number [MMDDYY]
Serial Number: alphanumeric 18 18
HIBCC S$+3 Expiration Date followed by Serial Exp Date: numeric 10 6
Number [YYMMDD]
Serial Number: alphanumeric 18 18
HIBCC SS+4 Expiration Date followed by Serial Exp Date: numeric 12 8
Number [YYMMDDHH]
Serial Number: alphanumeric 18 18
HIBCC S$+5 Expiration Date followed by Serial Exp Date: numeric [YYJJ)] 9 5
Number Serial Number: alphanumeric 18 18
HIBCC S$+6 Expiration Date followed by Serial Exp Date: numeric [YYJJJHH] 11 7
Number Serial Number: alphanumeric 18 18
HIBCC /S Supplemental Serial Number, Alphanumeric 20 18
where lot number also required
and included in main secondary
data string
HIBCC /16D Manufacturing Date (supplemental | numeric [YYYYMMDD] 12 8
to secondary barcode)
HIBCC Maximum Base UDI Alphanumeric 70 to 87 58to 75

Ex of Human Readable Barcode: +H123PARTNO1234567890120/$5420020216L0T123456789012345/SXYZ4567890123
45678/16D20130202C

® http://www.hibcc.org




International Council for Commonality in Blood Banking Automation (ICCBBA)

4

Issuing Agency
Human
Readable
Data Barcode Database
Issuing Agency Delimiters Identifier Data type Field Size Field Size
ICCBBA =/ DI Alphanumeric 18 16
ICCBBA =, Serial Number Alphanumeric 8 6
ICCBBA - Donation ldentification Alphanumeric 16 15
Number
ICCBBA => Expiration Date numeric [YYYJJJ] 8 6
ICCBBA =} Manufacturing Date numeric [YYYJJJ] 8 6
ICCBBA &,1 MPHO Lot Number Alphanumeric 21 18
Maximum Base UDI for
ICCBBA HCT/Ps Alphanumeric 79 67
Ex of Human Readable
Barcode:=/A9999XYZ100T0944=,000025=A99971312345600=>014032=}013032&,1000000000000XYZ123

Eye
Readable
Identifying Barcode Database
Symbol Identifier Data type Field Size Field Size
DI for blood containers
ICCBBA =) (bags) Alphanumeric 12 10
Lot Number for blood
ICCBBA &) containers (bags) Alphanumeric 12 10
Maximum Base UDI for
ICCBBA Blood Bags Alphanumeric 24 20

Ex of Human Readable Barcode: =)1TE123456A&)RZ12345678

* http://www.iccbba.org




UDI Check Digit Rules
UDI DFzv7- TR Es)

In order to minimize errors and ensure accuracy in data entry and data exchange, DI’s are verified by
check digit rules designed by Issuing Agencies to validate the integrity of UDI. UDIs submitted through
Web client/ HL 7SPL submissions are checked based on the issuing agency’s guidelines which are
available on their website.

T—AANBEIURBEDO IS —(s)ER/MEL, EHSEH T DI Ff-.UDI DELHZIIAT
B1=H1Z.DI(s) &, FATHR () MW BAFKLI-FE T Fzv o - TOYMRAIs) TR VRIS NS, DT -
AUB—T1—R [ HL7 SPLIRH FIE(s)IT L WIRH SN D UDI(s) &, BATHEE(S) DO THARTAF
ARG AR AU (s)ELEITFIVIEN S,

Check digit calculators for FDA-Accredited Issuing Agency:
FOA RRRIFRTHBDOF vy - TOIYRNTREAE():

GS1: Check digit Rules’
ICCBAA: Lookup Tools®
HIBCC: Modulo 43’

> http://www.gs1us.org/resources/tools/check-digit-calculator

® http://www.iccbba.org/lookup-tools

7 http://www.hibc.de/Documente/MOD%2043 Calculation-E.pdf
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