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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.
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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.

REROT T AE—FIFENLTAFHARETYT. FrlF er—ILIZT
(CDRH-Guidance@fda.hhs.gov) FTITKEELZELY, ERDIRIZIE FFaAVMES (document
number) 1831 ZBHEEL TLFZELY,

CBER

i 27BN A R

Additional copies of this guidance document are also available from the Center for Biologics Evaluation and
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Global Unique Device Identification Database
(GUDID)
Ja—/N)VEBRBERERN T —2_—X (GUDID)
Guidance for Industry and Food and Drug
Administration Staff

EERBLUFDABERITHAAF R

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.

CDH1EURIE,FDA DEZIEYIRICET SRIFRICHITEZELZFHBLET, CHICLY, OHG
BAIZEU DG EHEFNS) FFABEILLS FDA F/-IFRRICH L THREBEELLSHEEDTEHYEFE
A BRE T BE(C) B LU DEK(S)Ed /- EDTHIIE AEDFREEFI SEHNTELT,
L. CEFRICE T SBRIWBELS, FH AT XEBDHEE FDA XFvT[ZI IR TS,
FDA DELHTHLIFE (&, B SN/ ERSEZCERSTES,

1 Introduction
1 P

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.

RERGREESF (FDA) X EFSIUEMAEERG). 7IFU6)BLUZEDMDEMRF, EEHE
F(6) RED R BBIE, LM (s). REFBE M), METHRBE R R(s). BEPREIRF RO ETH T (5)
DEEM AL BLUVELREEERLT ARBEZREST D LICHEEEZRD.

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.
2007 IZHEITSNI=FDA &% (FDAAA: FDA Amendments Act) M22681 (UDI AT L
http://www.gpo.gov/fdsys/pkg/PLAW-110publ85/html/PLAW-110publ85.htm) & LU2012F(ZfEITSNT=
FDARERUVA/R— 32k (FDASIA: The Food and Drug Administration Safety and Innovation Act)
MD614%7 {UDI http:/www.gpo.gov/fdsys/pkg/BILLS-112s3187enr/pdf/BILLS-112s3187enr.pdf) [T&>T
EMEH- EER-EMREIL 519 () & (21 US.C.360i () UDI L RTL - #38(s)IZRIT BEE8%(s)
BLUVHE(s)

http://www.gpo.gov/fdsys/pke/USCODE-2010-title21/pdf/USCODE-2010-title2 1 -chap9-subchapV-partA-sec
360i.pdf) ZEBMLTHIESNT=, CODERITEY FDAIH L TRIERMZRICR > TERKSR6)EICE
BDHEANFEFETHHEGS)ZRITHI=6HD UDI AT LIREI(s) (regulations) AT HENET
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DiFont-, HBEEERF (UDD) BAIEHA2012FE7R10BIZERIN,2012F11B19BIZ BFED

BRI TIERIAL-TLU—LGG)EZERLTRESNTz., FDAIX RRRAIEDIERKIZERL. #4711

BREG) (WEEEG). HRADORNLF(6). FRREA, BEEEFIEEE )LL) HOERERD. ZHD
BEG)ERIEEARYBYIAATL, 2013498248IZ(F UDI H#&RAIZH KL=, UDI B89 2E#
OIF EHRHIZEDONTEY. BNEES (EC) &Y. UDI L RATALIZETEIL—LT—IH, 201354
BIZ.IMDRF (EE#HFBRHOERESILIA—FL) @ UDI XS IIL—TF (WG) &YIL. UDI 2B

FTREHAF VR RFX AV 2013 FE 12 2RITSNT=,

This document is primarily intended for device Labelers', and provides information necessary for submitting
data to the Global Unique Device Identification Database (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 were previously finalized and released on June 11, 2014. This current iteration of the document
finalizes the remaining sections and incorporates sections finalized earlier, in order to provide one complete
and final document.

ARFAG T BBIAS—(5) [EREZEE MO GUDID ~DT—HERHT IRICLELFRE
RS S, AEF2AUPDORFSTMRE 2013F9A24BICHTSNTEY. 2013511 A25BF T60 B
DINTY) - ArVNARZER T, 300LL EDAAVRE)ARIFIRG)KYFELNT-, SRS—(s)Ixt
L. RFEREDRICE TR0 32LEZLDIAAVM) P ERM(5)EZMELIZEE () DABZEFIZL
T AEHDOEOHIDE()IX FTT . 2014F6A11BICEEDONTRITENT-, SE.REHTHo1-EB
DE)ETRIE BICRHITLEZEBD ) EHBESE, —DDORFAV ML TERSET. (6A11BRTER
DI L THANAVMEERCEMALGEN TOAERAHAHADT.6 A11BIRIZIEZL T, A6 A27BRD#%
SHEINERNEEZOND.)

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.
MARBEOFERBRRIYVEVLEAL, A ——BEZRYRAAREY, LY RWNREM)L—)L(s)EHARAA
U FR MEBEGERESEMADILIZKY, T—EAR—REWRLIGITAEEZRMLTE LTV ZEL,
FDA (¥ EHIMIZEARF AU PEEHL S RATLDEE()PHR(s)ERBLTLK,

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.
AREFIAVPLEDT FDA DHAF VR -RFRIAVN)ITEREH D) FEL. EhENDHA(E
VRIZIF FEVIIZET S FDA DEDRATOEAZADEHINTEY BHEDRFLLILEZEE
H)ZESIALBLRYIL, #EG)ELTARLTLS, FDA OAAF U RX(s)IZEHAL=FAEE should
[FIRELLLIZHETHY, BIFTIEEL,

! 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, without making any other changes
to the label, is not a modification for the purposes of determining whether a person is a labeler.”

' UDI #4588 (http/www.fda.gov/udi) TIL SRST—DREE. "SNNEZORXBELFIETTS-EEERET
MBISRBSE SR T HREBITSNUVEZFERTEE. BLV EREBZDOINLEZZTDR RIBLLIIEE()T S
CLEERETHGICRBASE BN THREINLERBELIEETE2ETHY, R EBEMRI LB DBIFP
EREODHEEMTEHEEIL INT—DERMSTNIE TNEERELEEDMEL, " &L=

2 Unique Device Identifier (UDI)
2 R {E ARG F(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 Agenciesz‘3. 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” document, provides the standard UDI formats for the three issuing
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agencies.
"R ARE KB F (UD]) 13 FDA AERRTHEI)" THA GSIHIBCC, &V ICCBBA MERE
THHAERBBERBNELEOZEIHBOINT—()NMMEKLEET S, & 'UDI Formats by
FDA Accredited Issuing Agency (FDA 23 EBDF1TH#EBI(5)'(2&% UDL I+ —<vh(s)) IZT.3DDHKT
HERA(s)IZkBIZEHE UDI 74— vh(s)&RBAT 5.
A UDI is required to appear on the label of every medical device, and every device package, unless excepted.
This includes combination products that contain a device constituent part; convenience kits; in vitro diagnostic
products; human cells, tissues, and cellular and tissue-based products (HCT/Ps) regulated as devices; and
stand-alone software’. The UDI is composed of two parts:

RO R TRHEVRY, ETOEERBIFIOINILLES LU HBIEE LIZH, —D 0 UDI AEREND,

DERARIZIL, HOAEBERREESLOVER—2a0 - TOFIR), AVEZIU R -FUR(s), B ZH
B (s), B BB (s) I EEEIN D HCT/Ps. B&LU, REVE-7AO—2- VI 7°AE&ENS, UDI (E LKL

T2DODE R (s) KV INS:

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

« BEREAIF (DD - UDI ISHADEET —FTHY WBZDINT—EIP FEN—DavELLIEET
IVEERT S,

* Production Identifier(s) (PI) — a conditional, variable portion of a UDI that identifies one or more of the
following when included on the label of a device, unless excepted:

« BLEHAF (PD - UTD36, —DLULZEHANT S UDI OEHIEHRI D THY. RSNV EICRT
ENTUONE BRAFRTRORYBEELS,

o the lot or batch number within which a device was manufactured;

o BBDHEOVIESLLIZNVFES

o the serial number of a specific device;

o BEHBDIITILES

o the expiration date of a specific device;

o BEHBDAMHIR

o the date a specific device was manufactured;

o FEMBDEEHR

o anél, for an HCT/P regulated as a device, the distinct identification code required by 21 CFR 1271.290
(c).

o EEMELLTESIENS HCT/P FIZ 1271290 () (HCT/P FSwEos) MEHDS+50H
IEHAIa—R,

Therefore, UDI = DI + PI.
&-T,UDI=DI+Pl TH5.

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

? S4THE(RU. TO UDI 1Y STORBNELTIL FDA ® UDI S#RAIBEOZE
(http://www.fda.gov/udi).

¥See 21 CFR 801.57 (¢ ) and visit
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/ucm161456.htm for information regarding
continued use of National Health Related Items Code (NHRIC) and National Drug Code (NDC).

Related Items Code: KEEEEFRI—F) &V £XEXEFI—FOBRGEERAICELTIL UTOYS/FESBOE,
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/ucm161456.htm

* See “UDI Formats by FDA-Accredited Issuing Agency” document, available on www.fda.gov/udi

4 www.fda.gov/udi IZTAFRIEEZL, “UDI Formats by FDA-Accredited Issuing Agency” F¥a1AURESHBODIL,
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/GlobalUDIDa
tabaseGUDID/UCM396595.doc)

> Stand-alone software version number may be represented as Lot or Batch number production identifier.

P RAURTO— Y IR T NA—DaV BB E OvbH VNI A FEE QRS HAFCRT LN TES,

®21 CFR 1271.290 (c) requires that the manufacturer of each HCT/P assign and label the HCT/P with a distinct identification
code that allows the manufacturer to relate the HCT/P to the donor and to all records pertaining to the HCT/P. The distinct
identification code may take the form of a donation identification number, serial number, lot number, or a combination of
these production identifiers. In the GUDID, labelers of HCT/Ps regulated as medical devices should select the appropriate
type of production identifier that appears the label of the device.

%21 CFR 1271.290 () (FSv¥L4) [2&Y, Bl A—h—h MK HCT/P % ZD HCT/P IZEFHTHRF—%.2TD
RGO RENATEDEBDHEINI—FEEVLETT SNULTEHIENBERSN TS, FOEEHMNI—K
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X FR—a @AES DI TILES OVRESE - TN o R/EHA F(s)DEAEHE TEREINS, GUDID I
BULT HBRG)ELTHREENSD HCT/Ps DIRT—(s)I& B2 TOEEHF FERIRL HEBBOSAILIZK
RYAEMNEELL,

The DI will serve as the primary key and can be used to look up information about the device in the GUDID.
Any identifiers beyond those specified in this document are outside the scope of the FDA regulated UDI.
Note that the UDI of a class I device is not required to include a PI. Further, a class I device that bears a
Universal Product Code (UPC) on its label and device packages is deemed to have met the UDI labeling
requirements. Finally, Class I devices that FDA has by regulation exempted from the good manufacturing
practice requirements (other than recordkeeping requirements) do not need a UDI. See 21 CFR 801.30 (a)

Q).

DI (X, F—F—&LTHEEL.GUDID H D, H5HF BT HIEHREANLSEMTHEATES, AR+
AAVMITRTERF(5)USM L. FDA AR HIT S UDI DEEICEFLL, 95X 1(LVE) #3880
UDI [ZIE. Pl ZEHHTEEERLAZLY, E5IZ,UPC (Universal Product Code: #i—#Efma—F) %. %
DIRNLERV, HBRE EIZRRLTVDIS5R 1(Lb) #288(X. UDI SRYUTER(s)EHRBLTNS
EHTET, mRIT.FDA HY GMP (Good Manufacturing Practice: HEBEERIVRECEICEATHE
) GEHREEERG)UN) MoRHIICKUERNTEHIIR 1(LVh) #ERIE. UDI ZEELAGL, 21
CFR 801.30 (a) (2) (#4%231=xt9 % UDI BEFTERAD—HZERS(5)) SR,

Labelers are required to enter the DI along with additional device attribute information to the GUDID, as
specified in the final rule, unless subject to an exception or alternative. While we expect GUDID DI
submissions to occur as soon as practicable, for device versions or models initially entering commercial
distribution, the DI records for such devices should be in the published state no later than fifteen calendar
days from the initial date that version or model is introduced into commercial distribution.

R THRLTUVSEY, IRT— )& BRI OB BEAX R THUORY. DI 2, 20O REN
E3#I(Z GUDID IZAATBEMNRDHONTIVD, FDA (L, GUDID ~D DI 2H(s)hV Al KR AIE P H
[CHESNBIEFHFLTOSD FRICEERBICRE LSELTLDHIRD/N—2aVFIEETIVIC
LT, ZD DI FBERGMN. HRN—DavFLEETILOBEERBWBLVYISER (EARBEST)
LIRIZ, ABIREEIZHE> TSI EMNEFLLY,

3 Global Unique Device Identification Database (GUDID)
3 7A—/\)VEREFEA T —2~X—ZX(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. PIs 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, unless excepted.

GUDID (& #2REAEROEBELRYRIMN)—ELTO®REBERI-F. GUDID IZIE DI DHHELEHFS
NTHEY, BT IN—XTEERBDOEREZFIEXF—0DEHEETSH. Pl(s) (& GUDID [ZITIRH
SINBHILLELLFREDBINAL, GUDID [T RSN TULVELRY, EEBIFOINIL EITTRENTLY
% Pl DEMZERTEEHRNFDISVI ) DAMNEESNTINS,

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 provided {provided A% F>TLV%?) 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 [Z[&,21 CFR 830.310 (UDI IZERSNHER) [CTERSNEGTANTOT—EIER()H ELER
Ehd. GUDID [FFE EEADHEBMMT -0 RHESNTEY . FDA NI AT L(s)& DI Off
BERHETHHMNT GUDID DREOALTFURIZERASINS, GUDID T—2ERG)DEVALES
L UERBA(s)%Z, ‘GUDID T—4E#(s)3 8 XL (GUDID Data Element Reference Table)”” [Z52L7=.
EFEEIRINILIZRIENSD GUDID FDT—2EM(s)[CEAL TIEL. GUDID ITIRHESNFEMHES)IE.
IRV EICRRENDEE—BLTVAIENEFELL, HICEALT EZEDORFEEELTERLES
RNILDFZE, LLDOMD GUDID Bit(s)&HIZ #EH# D ITRT,

The design principles guiding GUDID development includes the following:
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GUDID BA#IZEY 5 EREZLITICEEHRT 5.

* Standards-based submission with two options:

o BEEFRICLERHEAEKICETE2ODA T ar(s)h 5.

o Structured input via the GUDID Web Interface — requires manual data entry and is geared for low
volume submitters.

o GUDID 2z AVB—J1—RENLIEEILAVTINTHY. Y=aTILTOANELEDT=0. D
BLT—EDAAITALTNS,

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

o FDA DEFHIEHS —k™ 14 (FDA Electronic Submissions Gateway (ESG))"’ %4+L71= Health
Level 7 (HL7)" D#ELBFSN)L (SPLY’ [Z&BRH T xml I7A/L(s)ZEALI-{ZH M ATRE
ThHY. ZEDT—ADRBIZEULINTLNS,

+ Standards-based data repository with controlled vocabularies including:

« H—FEGEAVET—2 LRI —IZIETRNH 5.

o Dun & Bradstreet (D&B) Number (DUNS)™

o FAADEL - FUR-TS5YRERAR)—k (D&B) AN EBTHEEI—FDONESEEBSRT LA
(DUNS)"' DTET FUREHD,

o Global Medical device Nomenclature (GMDN)*

o ERMBEE—RMET AL (GMDN)”

o FDA Product Codes

o FDA & &3a—FK(s)

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

*GUDID DO#BFERICIE. Dz TENLT—RICEMTT VLR RRNTED, FOUA—FHEREIXH
k. FELTLS.

"See GUDID Data Elements Reference Table, available on www.fda.gov/udi

" www.fda.gov/udi [CTAFEHEEA, GUDID T—2E#(s)8H AL (GUDID Data Elements Reference Table) %35
Balé,

{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/GlobalUDID
atabaseGUDID/UCM396592.xls)

®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.

PHL7 ($ A2#(s)BRMABTHY. T—20REERN. KR EEE LT MEITIY ALRTT - H—ER(s)ZH1T
SEERBEES 7. B BEBSLUTMICET oAV E—D U T BEGEIRETHILEIVIaVELTNS,  HHllE
#R I, http://'www.hl7.org [ZTAFHIEE,

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

HEILESINIL (SPL) L} IRBRY—ITVIEE (XML) AL THEREERERHRT S HLT Z£ED—DT
Hd.

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

“FDA @ ESG #HAT2ILICKYRLIAMNIBERDIBEN ARELA D,  FHMIERIL. http:/www.fda.gov/esg IZ
TAFHEE,

" 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/Forlndustry/DataStandards/StructuredProductLabeling/ucm162544.htm

UE VX RAF L (Data Universal Numbering System) 4, %> X &S (D-U-N-S® Number) (&, ZA)HD X7V
F-ISYRERR =D E)NMTELEE T HEEF OB FTHD., FHMBFERIE.
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm162544.htm [ZTAFATEE,

!2 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

VEEMREE—RMATIIRL (GMDN) (& HRIZEEDLEEREEGC)DEIIFERSNDEERF(5)THY.
GMDN @ﬁ%"ﬁ LTW3, &I, http://www.gmdnagency.com/default.aspx [ZTAFAIHE,
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3.1 GUDID Key Concepts

3.1GUDID DF—-artFk(s)

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.
ZDEIZEHELWL DM D Ei(s) T.GUDID DF—-a>+Ths)THS GUDID DT HIUROI—H—D

&E(s), AR A F LB, B RUHBHA FRBOIM7 - HAIONGEDBMEEHRAT S,

_nnay

TIRE)E 9T AU B—T—RAE LY HL7 SPL xml Z74JILIZ&A2D0D GUDID BHEA T a(s)

[SERASNAZLIZBET .

3.1.1 GUDID Account
3.1.1 GUDID 7ZhH ok

Labelers that are required to submit information to the GUDID should first request a GUDID account. This
section presents an overview of the GUDID account, the user roles, preparatory steps to obtain a GUDID
account, how to request a GUDID account and how to manage account changes. The structure of the
GUDID Account and the different user roles are depicted in Figure 1.
GUDID [CHE#HIRHERDONTIVDIAT—(5)IF. FT.GUDID OFHIUrEEET S, AETIE.
1—H—1%Zl(s). GUDID 7H U RBERRT YT (s).GUDID FHIVRERAXR BFUTHIU
EHE()EEDMLAE . GUDID 7HO MY S, EI1IC GUDID ZADEDBERVEEL—

H—ZE)DERERERT 5.

GUDID Account

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

GUDID 7h vk

%00 DUNS ESICKYERISh. Th

Labeler Organization
ISR

T
may have one or more
—DHBNTEBATEE

has one and only one

Regulatory Contact:

Responsible for ensuring labeler
organization meets GUDID
submission requirements

E|mEO:

SARS—H#A#AY GUDID RHEEREH
—> BLTVWAIELERNGLDICT HEE

" Labeler DUNS 1 H ” Labeler DUNS 2 u ||
5A_5— DUNS 1 5A_5— DUNS 2

Labeler DUNS 3
SA5— DUNS 3

Labeler DUNS n
.............. SAS5— DUNS N

(£.GUDID FHHM=535~5—(S) D% —ADH TS
HELILHEHD DUNS BSLHD, ’
— may have one ormore Regulatory Contact
—DHBIEHATEE SEREEO
Labelers ?hird Party Submitters
SRS5—(s)| HE=ATHIRUE

Third Party DUNS 1“ Third Party DUNS n
F=F DUNS 1 HE=%F DUNS n

Coordinator User:
Responsible for management
of the GUDID account for

assigned Labeler DUNS
=T F——a—H— :
K#EEZ111-5~5— DUNS

@ GUDID 7HYUNEEIC

=
REEHD, GUDID Coordinator 1

GUDID 3—F«(Rk—4— 1

Labeler Data Entry User:

Responsible for day to day

entry, submission and

management of DI records for /Q
assigned Labeler DUNS |i ‘I
FRFG—-F—EANI—Y—: el
K#EEZT-5_5— DUNS O

DI FEER(S)A N IRHEFLUEE  GUDID Labeler Data Entry User 1
GUDID SRS—-F—#AH1—H— 1 GUDID SRS— F—4Ah1—H— 2

I BEEBELTHEEERD.

T~/
g

GUDID Coordinator 2
GUDID 3—F4FR—4— 2

wi
U QJ

GUDID Labeler Data Entry User 2

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

E=ETHHREE:
HESAS5—&Y, GUDID tE#RIREZE
ERXICEFASNEEEHDVFEA,

GUDID Labeler Data Entry User n
GUDID SARS—-F—4AHh1—H— n

Figure 1: GUDID Account and User Roles
B1: GUDID 7hovkéai—H—n&E

A Labeler Organization may have one or more GUDID accounts.

INSG— QBT —DFFZENLLLED GUDID FADUM)ERAETAHIENTES,

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

+GUDID TlX.DUNS BEE ()& FAL . M—ZESLUVTOLREZERAL T SAS—HR) DR Z
BElZ9 4. DUNS HEFIL Geocode (PAT—F: FFEHIEREE BELEE) TRLIZO—F) &H#
[Z.FDA DEFMBEBAIATLOEELERD—DOTHY, MREHDEELGHEEZMEI_EMNTE
% (GUDID &, Geocode #URET S &IEAELY,)

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

« INS—(5)IF. DUNS FEFICKYEEFEHREEEL.GUDID (I, XA WPEFE D&B M DUNS 7

—BAR—KYGIEHT.

» Each GUDID account is identified by the Organization DUNS Number.
+ % GUDID 7AhH2hE, 25280 DUNS FESICKYHAISND.

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 BEIX SN OP TREMAICMET SERBERLTEY. TNIE. AtD

DUNS BE TH21-YU, IRNS—(C)DEESHADOEFE S THY.GUDID 7HOUrELTERREFINS,

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 H& (X, GUDID IZEWT, IRNS—HBZE#RIN T 5=-HIZEAINSD T, D&B DUNS T

—AR—R[ZEBFINTWDIUZABEIMERMAELWWEDTHAEEHERIZT S, ERE
FArIX. DUNS T—2R—XKYF|EHEIN S,

© 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#® DUNS HFF (L. GUDID 7HAVUMIBWTE—F—LLTHERASND, —EFERALEE
FE D GUDID ZHhIUMERD-OICEFERT HEETERL,

o The organization DUNS number can be used as a Labeler DUNS number (see below).
o #A#dD DUNS &#HSIX.S_5—M DUNS &S (Labeler DUNS Number: #@5/PFE4%E
A9 S [http://www.udiconference.com/presentations-2012/9-18-1100-Konduri.pdf]) &L TEEHETA

BTHD (UTESR),

* Each account should have only one Regulatory Contact.

e BTFHIUMIFLT, —ODZEBFHIZ O (Regulatory Contact) DA EF DT EEMHET S,

o As noted in 21 CFR 830.320 (a), a Regulatory Contact™*:
021 CFR 830.20 (a) {UDI ~DEXR) TRIAY. EMRHZEDO (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.

r BATHY, IANT—IZKYTIHRBESE N D EREIF)DHA AT HFEGS)D.FDA (2
MY HERBOLLTHEEL. SRT—##AY GUDID IRHER(EZHEIEAHILEHEICT
BHTEITHTHREEERD.

= [s 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.

s INT—HBOREMICHDIVFIFEOTHY. FDA L. FF.GUDID I—T4R—F—IC
GUDID [ZIREFDT—RIZETEIEH()DENEHLEETV. TN TLEHIBR TSR
NIE ERHZEDO (Regulatory Contact) [ZRILVEHHEBEIZHS,

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

» HIZIL, GUDID [TRLTA—H—Z0/RT—REH-4VE, GUDID 1L T, a—H—¢&
L TOREIBREIT =720,
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= 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 O—T 4% —%— (GUDID Coordinator) %>, SAS—-F—&A a1 —H— (Labeler
Data Entry user: LDE) D&E(s)ZHF DL AIRETHY (LLTSH). £DIHEIE. GUDID ~D
TOEABMT. ZTNENDREEBIZHRZDI—YF—BE LV RT—FEHOEMNEEKS.

© 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.

021 CFR 830.320 (a) (#3358 A1ICRII 2R OMNIER) ICiE @Y. F=FZFEAEHED
(Regulatory Contact) ELCEIRT HEMNTE, TDRIE, GUDID 7HOUMERBFIZ, ZDE FDA
12, EEZABOLIDIREERREDY AU FELI—AYFETICTER T HEMEFELLY,

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

BB ENf- GUDID ZAYU R 1—H—0E#K Sei5#RIL. FDA HNEIZTOAHERAEN.GUDID ZEBLT—HRICHE
PIFHRDOFHAHE LN TEDHITTIEALY,

» Each GUDID account should have one or more labelers, identified by Labeler DUNS numbers.
+ & GUDID 7hO M SR5— DUNS HBEE()THANINS, —DULDIRS—(s)&HF DI LEH
£93,

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

o #JFMILX.GUDID 7HIURTHEANSINDEZIRT—()D=HIZREINS,

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 BHRBWELRIEL, —DDIA5— DUNS BEELIBMAFTONTNDIENEFELL ZD DUNS ES
FIRFT—DEABLUVEMEZ D&B DUNS T—OR—XKYS|IEHT=HIZERAINS.

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 T—AN—EMERIT 5-HIT, BEINT— DUNS HBFITHTITond B3R T, Hixikss
IRV EIZRRENTVRRERZE—BLTNSILEHRET S, DUNS BSITHRTTOh S5
KAEFIE BB/ INIL LEOERE—BLTWBIEMN BB ERATIE. GUDID IZTAREIIA
W= CREBERFIREELAL. 2L SAT—6)E HLOE GG SR LT ERITE ()
[CEE()ZMABRIE, LEEARTEDHDEZHLET S,

o Organization DUNS number can be used as Labeler DUNS number.
o ##iM DUNS BEE#. 55— DUNS BEELLTHERATHILLTES.

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

o —EFERIN-55— DUNS HFEIL thd GUDID 7HHOURELTEIRATAILIETER
Ly,

« Each GUDID account should have one or more Coordinators'>.

« & GUDID ZHYUMIRLT, —2ULEDI—F4R—3—()"#H DI LEHRT5,

o Each Coordinator would be assigned one or more Labeler DUNS numbers, in a given GUDID account.
o HIA—T4AF*—Z—IZIL.GUDID FD—DDTHIUrEKY, —DLULEDSRS5— DUNS &HE(s)
AEYHTOND,

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

0 I=TAR—B—E)F TNEIIZEEEII=5TA5— DUNS EE(s)IZ T H%% GUDID 77
YUNEEET S, BEGEGIUTEST:
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= Create Labeler Data Entry (LDE) User account(s) (see below).
» IRSG—F—BAH (LDE) A—H—-FHVU ) EERTSD (LTS

= Assign Labeler DUNS number(s) to LDE(s).
* LDE(s)~. 55— DUNS HEEZEYLHTS

= Create LDE User role for a third-party (see below), if so desired.
s BEIGLTE=E LUTSH) ~NLDE A —H4—KENEFETS

= Serve as Regulatory Contact, if so desired.

- BEISLT ZRFBOELTHEET .

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

» BME(IGLT LDE A—H—ELTHEET 505 £DHE . LDE 21— —FHFAIC Flo1—
HP—BELVIRT—FMT5EINS,

= 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—4DRE. MiE>1=H5\E—EMZERT—2IZE TS FDA JYDRLEHE
(), TDMIRE/T—2ICET 2B ITRIGLIZY,. RO EBOLLTOREIZEES.

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 IR5— DUNS BEESIL BEHDOI—T4HR—3—ITE|YLTEHIELNTES (B1: GUDID 7HD
VhEA—F—DFREISE: S_5— DUNS BE3 A 2—TAR—F—1L2AFYHTHATLY
). #BFIA—TAL—E—(9)IF BFZS5— DUNS BSIEHET S DI fLE~DEFES
HIHEITHS.

« Each GUDID account should have one or more LDE Users™.
« & GUDID 7HYUME, —DULED LDE A—H—(5)*% DI E&HET S,

o Each LDE user is assigned one or more labelers, identified by Labeler DUNS numbers, in a given
GUDID account.

o & LDE 1—4%—I[X, GUDID HMZA5— DUNS &S (s)[TTHANENE—DLULDIANT—
) IFENnD.,

o An LDE user:
o #FNEFN® LDE 1—H—I[T:

= [s responsible for data entry, submission, and management of device identification information for
their designated Labeler DUNS into the GUDID.

* GUDID RIZHIT5, HREBDIAS— DUNS IZEHT SR HBABFROT—FA A RE.
BLUERBRICEREZHD.

= Can serve as Regulatory Contact, if so desired.

. BEICHUT, 2BHEROOEEHESERTES,

= Can serve as Coordinator user, if so desired; separate user name and password is provided for the
Coordinator user role.

s BEIELT I=—TAR—E— 21— —DRENEESENTE ZDHEF. I—T112—4
— A—Y—RBDBIZHDI—F—RELIRT—RHRHESINI 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 BEZbNf-55— DUNS HFESIX EHOD LDE 12— —(CEYHBTEHIENTED, HK
LDE d—H—(s)l&, %535 5— DUNS BEIZEET S DI k)T E2EEEHETHE
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2755,

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.

SARS—[3. GUDID RHG)DBIZ, FZBFIREEG)ELTIERTIENTES, F=ETHIIRHEE
[ZI&.GUDID fEHRICHLTIRS—DHKITIREZR SN - EFIEAN GEEST. MASH) B
BYZD, ZTOE=ZFIL INT—ORITTT—IFRETEDLD, HA%55—H,GUDID ITRESh
FIERICH T HREEEETED.

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

« & GUDID ZHOUKMIDE EONM—DLULEDE=ZEBTHAREEGC)ZHEDIENTES,

* 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 3.1.1.2) ; you may provide the third-party with LDE user access.

e 9z AVA—T—REAVVIRE - F=FIEX. GUDID 2z AV 3—Tx—REFRALTHZIN
F—ITDOY. T—E2EANTEENTES, HEINT—IL é’lax"" =FIIHLTCO—T14Rr—453—1
—H—REEERTHELLTE (FDA ~AEREEMNT D, F 3.1.12 B3R T EOE=FIZ
LDE 1—H— 7YX (5)ZRETHELTES.

* HL7 SPL submission option — the third-party may:
«HL7 SPL ZRULV=1RH - HBE=FL:

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 WhEZE HL7 SPL xml Z7AIVERBDT=HDY IR D7 —IZ&BRREROY—ILEREL, B>
RZ—M FDAESG #NLTHRI7AMILEFRHETHENTES, 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 HFIANF—ITx LT HL7 SPL xml I7AI/LEHERKL. FDA ESG ZNLI-IRHFETOH—ERZE

FRSG—DRITTITOILITEDS, COEBEE=ZENRITTEDLLIICTHHIC UTIZEE
95

* 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.

» BFHINF5—(F. B GUDID FHVUMEXRIZEL T, B%E=F DUNS ESZRMHL AR
THREMNEFELL, BEEZBEJRIAS—TAVNMIMBIToNE, HHRE=ZFBLH
TYBAFRICRY, HEIANT—F ETDE=ZFITHL T, GUDID HHROAITIRHZROH=C LIS
8%,

= GUDID HL7 SPL submissions sent via the ESG by a third party not associated to a GUDID account
are rejected.

*ESG #NLTE=ZENEMRTSH GUDID HL7 SPL RH ()&, ZDE=EFHEEFD GUDID
FTADUNI DTN TWVEITNIEE TN,

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.

SRNS—HBE(s)ICK YIRSz GUDID MEBHIEOD, 3—T 43+ —4%—H KUY LDE 1 —H—DEH
1HH;IL. FDA OREFERBBIG)DE&TZITFIZEHLN,GUDID [TT—HfRA—F—IREPEFEROGZEHE
LET BIEIETELL,

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
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submission option. The account identifies the labeler in GUDID and enables submission of device
information via both options. See section 3.1.1.2 for detailed description of the account establishment
process.
GUDID ~D#ERIZHICIT BEFRIC. DT A3 —Dx—XF =& HL7 SPL xml 774)L(s)&
fffALT- FDAESG MELLEEIRT H(CLTH.GUDID 7HOUADERNERShS, GUDID 7
AIUMEREFEICKVELGLEFEVDT, L2 2DENENITH DT AV MR EELGSDIFTT
[FHEWEICBETS. TOTFHIUMILY. GUDID hDFRS—A#RIEh, LRV ThDAE®E)T
L HRERERH T HENARICTES. THAVUMERTOERIZBEAL TR AR FAVMD 5 3.1.12
EilCEFR 9 B,

Search and retrieval of GUDID information does not require a GUDID account.

GUDID 7h9 M ECTH,.GUDID BREBLVIERD AL ULMNHES.,

3.1.1.1 Preparatory Steps Prior to Requesting a GUDID Account
3111 —D2® GUDID ZHVURERIDERRTVT(S)

Prior to requesting a GUDID account, labeler organizations are encouraged to ensure the following:

INS—DHER(s)IZ[X.GUDID FhVUUMERET HRIICTRREHRICT HEIICHET S,

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

« FEATIEEL GUDID 9xJ A28 —2Jx—AE HL7 SPL xml 7/ JLIZRH D2 DDIRBFiE()E+H
[T D,

* Identify the DUNS Numbers to be used for your GUDID account.
*GUDID 7HIUMNIfERYSEEAD DUNS BE()EHEET D,

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 HL.KEFTHAIE. DUNS HSIL. D&B No—DEFPTIMETES, WMEFICERETI0E
ZEIMNBS-H . HOoMNLDHETEZEILTTHL,

o Expedited options to obtain a DUNS number are available for a nominal fee.

o {EXET DUNS BSZILEICERIGTHENTED,

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

o HLEITREDOITTH A ESHE,
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.

« 4% DUNS BSICTHROTON-HEBRESLIVCERAELWNLZHRTDH, EEOIAIDELRIGS
|Z.GUDID 229 AHIIZ D&B DUNS F—AR—XDIEHRERHT S,

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

« GUDID 239 2K IH()DI—F—RE(s)ZFBMEICTS - ZEFEOD. 2—T1R—2—06). BLU.
LDE 1—#%—(s)

o Note that the one individual can take on multiple GUDID user roles.

o —ADEANEHD GUDID 1—H—&E(s)ZBITENTEDIRICEETS.

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 MERHIZOELT. 21 CFR830.320 (a) (HFRBAICBETHEODIER) (THEL. —A
DE=ZFHEEZTVDIHEIX. £D GUDID 7HYUERTOEIDKEZ FDA (2L T, B4
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BOBEEEREDY AL I—AVYRTEIHT HE.

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

« 85 GUDID 7hOUMEERYTH— ADEANZBRIEICL. EDT AV INRESNI=L, EDEAN
ETOTHIVNEE(EEET D,

* Identify third-party submitters, if applicable.
« RETDEEEEZBDREEGCERAEICT S,

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

0 DUNS T—AA—X LD LZE=ZEDFEBRMNELILEFHERLIZET. TD DUNS BESETIE
EE)

3.1.1.2 GUDID Account Request Process
3.1.1.2GUDID 7ZhVrBETAER

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.

WEBEEHRDINEST T #% . FDAIZ GUDID 7hOUMEHET S, HEAESIUHELICETSE
FH]IE (http://www.fda.gov/udi) ZSHE,

The following information should be provided when requesting a GUDID Account:
GUDID ZAD FBFERICIT TROEREIRET 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.

« SAS—HAKD DUNS &S - 20 DUNS B EIISAS—OBRTEBOERSHMICHMET H10%
DIEMWETRT, ThIL HEZ GUDID 7HIOURRIZHSD INT—(G)DAREE, HLLTHEESED DUNS
EE5ThHS.

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

o SRS—DPWE - NIFREEENG)DAIZFERT S, GUDID (FEEZEXIVEM%E D&B
DUNS T—42R—XNH1§5.

* Regulatory Contact information — name, email, phone, physical address.

- ERHEEORR - KA EFA—ILTRLR BREES. .

* 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.

« @& GUDID ZHILEADSAS— DUNS- 5 3.1.1 HiTiEL=®Y, 35— DUNS &ESIZHD
[FoNF-RHB L EEINLLEDIRNT—BE—HLTNEIENEELL £D DUNS FSITHRDOF
SN FEEFREL TOINILLEDERE—BMLTNSIENEETHASH. EFTIE GUDID TARSH
BN, IE T —2—BHD=HDEKREELEL,

* Coordinator Information:

s A—TAR—E3—DIER

o Contact information — name, email, phone
o LVEhEED - KA BFA—LTRLR BEFEES

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 BEHI—TAR—F—HMHEEFTHIAS—0D DUNS YRI; I—TAR—F—HIEHDIEEE &
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A—TAR—F—HMEHETEHI5—0 GUDID IZ&EFINT= DUNS ZBHEET 5.

* Third-party DUNS numbers, if applicable
« ZUTHIGEEIL.E=EFED DUNS HFE(s)

* Indicate the preferred submission option — Web Interface or HL7 SPL or both
« FEITHIREAZZRATRT S - 217 A3 —TJ1—RFFIF HL7 SPL, T ELMAH.

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 & (s)[X. IERX (production) GUDID (229 SHiIIZ, HL7 SPL Implementation
specification
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentifi
cation/GlobalUDIDatabaseGUDID/UCM376009.zip) (2R TRAMETE T THEMNLEELLY, &Ko
T.HL7 SPL RHZE(s)IZIZ. FT . TARHD GUDID 7Hh U hhiR#tEaNn S,

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.

RIS, GUDID FERBRHEOD. 3—TA4R—4—H LUV LDE 1 —HF—DERLEIFHRIE. FDA NED
HTHEAINST=,.GUDID TRABRASNERBEOHRAHLNEINEEITEL,

Once we receive the GUDID account request, the information is reviewed. We may 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 using the GUDID Web Interface; the Coordinator receives login information and a temporary
password via a system generated email.

FDA IZxLT GUDID 7hDOURERNHNIEL, ZDEHRMNKRIESND., FDA L FIZ X, DUNS &
BE)IROTon=5RS— D ERMEEFTDEEG). E=BRFROAFE. EBERE. ThoorE
BERITBHEANIHLTITICENHS. FDA (X 2 TORBEGC)MNERINI-ET.GUDID 9T -/U4
— 21 —RXEFEALT. AR GUDID 7HOUMEERL, HZa—T14R—2—ICL T BEIEEA—I
[ZTRTAUERB IR D/IIRT—REEET S,

Each GUDID account will have, at a minimum:

% GUDID 7HOUMNZIIZFRIEBUTELELT S:

* one Regulatory Contact

« ARBEO 14

* one Labeler DUNS number

« —DMZ"T5— DUNS #=

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

s —DMNI—T4F%—H%— -HL7SPL IRHEAEEFERATIIREEG)IZEST. I—Ta4Rr—F—21—H—
(&, ERATRE,

Once a GUDID account is created:

GUDID 7HhOUrhERESNDE:

* The Web Interface submitter may login and begin using GUDID".
« 17 A B—TJx—RIFHI—H—IE. GUDID* 1B AV L THERZRIBET H52LNTES,

o Coordinator may access the system via their temporary login and password to create LDE Users
0 A=TAR—BZ—F ROAY (> ID &/IXRT—RTURTLIZ7Y+EALT LDE A—H—(5)%
ERLT HEMHESD,

o Coordinator should have the following information to create an LDE user account:

0 A—TAR—B—[L —DDLDE 1—HF—-FHIUEERT H=DICTRDE/REINET 5.
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* LDE user information: name, email, phone

* LDE 1—H—1F#k: KA. EFA—ITFLR BEES

= List of labeler DUNS to be assigned to the LDE user
» SR LDE 1—HF—(ZEYHBTENEHF5— DUNS DYRK,

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

o FHIOUKs)DER SNz, 4% LDE 1 —F—[ZBEEREA—IIT.ROOS 1> ID /3R
7—FERITERS.

* HL7 SPL ONLY submitters, please refer to section 3.2.2 for additional details.
*HL7 SPL D#HZHEAT HiRHE () EBMDFMERE)ICEALTIE LUTOE 322 BizSRIH
&

¥ For detailed information on logging in and using GUDID for each user role, please refer to the Global Unique Device
Identification Database (GUDID) User Manual, available at -

Y &2 —Y—BEITHTHAT 10 EKY GUDID ERAKEDHMIBEAL T (UTOHAL) ISTAFAEEL,
Global Unique Device Identification Database (GUDID) User Manual #Z BN,
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/GlobalUDID
atabaseGUDID/UCM39684 1.pdf)

3.1.1.3 GUDID Account Changes
3.1.1.3GUDID 7AVFDER

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.

BEFD GUDID 7hOUMEBREE R ()T HIHE L, (www.fda.gov/udi) ZFAWLVT, EBEnf=L\TFhhdD
FZT.FDAUDI ANLTTRIICEWEHES, ##iIZEH1T5 GUDID 7h o EEEEEEHTR
FTHEMNEFELLY,

Account changes may include:

FTHOUMERDZEEG)IZIILUTAEENS.

* Update Regulatory Contact information
« ARHNZEDIFROERN

» Add/update Coordinator information

« A—TAF—E—1ERDEM / B

* Change assignment of Labeler DUNS to Coordinators
« A=TAR—B—GIHFT S5 5— DUNS YL TOHOER

» Add Labeler DUNS
+ SA5— DUNS MiEfn

» Add/update third-party submitter information
c EZETHHREEFERDIEMN / BH

» 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 BN ERIZHELXEZ D0 EDAHE)PHIN() (M&A) (ZEBETDTHIVEDEE(S) -
B4T/N—23> D GUDID (&, &6(s)CIRUR(s)IZBEF 522 TODEHI) IR N TELHELTHFLEHE
TULVELY, FDA L DIV RATLEHERG)EHEIZTH-HIC.BEBMISEELTLS, B
®D DI EER(G)ICEEEZEZDEHG)PRIN)ZERAATNSIEEIL FDA [THEKL TV ZELY,
FNEZITT.FDA [, ZOWRIZHNT RBIASIZERTS.
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3.1.2 Device ldentifier (DI) Record
3.1.2 #|/EAF (DI) DECE

Recall from Section 2, that a UDI = Device Identifier (DI) + Production Identifier (PI).
S2EAICRCEL=&LSIC UDI = #aRHEAIF (D) + ZEHFF (P) THD.

The DI, together with associated data attributesl5, constitutes a DI Record in the GUDID, and contains
identifying information for a particular device version or model. Please note that information presented in

this section applies to both GUDID submission options — Web Interface and HL7 SPL xml file submission.
L% DI (3, BET 5T —4EM ° &£ GUDID FT DI ZBREEML BFEDEE/ N N—CavdHdl
FETILZHBNTHEREHFD. ARETHATSE®RIE GUDID OMREA T av(s) (2T 104
—71—AREHL7 SPL xml Z74ILIZES1RE) ISEASNSIELITEET S,

15 See GUDID Data Elements Reference Table, available on www.fda.gov/udi for a list of data attributes

BGUDID T—4E# ()38 Xk (GUDID Data Elements Reference Table) &, www.fda.gov/udi [ZTAFATRE,

{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/GlobalUDIData
baseGUDID/UCM396592 x1s)

The following are key characteristics of a DI Record in GUDID:
GUDID 28115 DI FEEDEE4FHM(s)ETERITRT.

* GUDID will only contain the DI; the PI is never part of the GUDID. However, the GUDID will contain
production identifier flags, to indicate which PI attribute(s) (lot or batch number, serial number, expiration
date, manufacturing date and donation identification number) appear on the label of the device, unless
excepted.

+GUDID (& DI OAHZFIREHELTHY.PI [EEHELY, LHLBFRIFERTHEUORY, GUDID (ZIE# &S
AMF IS8R EENTEY. OISV HRERBIDINILLEIC. ED PI BiEG) (AVRESEHLL
NYFBEE VITILES AR HEH. BEURR—aVvEAES) ARRINTLEIHNEETR
ER

* Primary DI: Each DI record will have a Primary DI, which is the primary key for the record. This is the DI
of the lowest level of a medical device package containing a full UDI. The lowest packaging level is also
the base package.

« £— DI: & DI EERICIT EHFAADTX—ELHE— DI AHY. 524 UDI ZiL8d DEEMER
DF/NEMEED DI THDH, WAOR/NEMUEEROBEETHH L.

© Under 21 CFR 830.40 (a), a version or model of a device may be identified using only one DI from a
given FDA accredited issuing agency. The same version or model may be identified by UDIs from
other FDA accredited issuing agencies; labelers must identify the DI from one issuing agency as the
Primary DI in GUDID and the DIs from other issuing agencies may be listed as Secondary DIs (see
below).

021 CFR 830.40 (a) (HZRFANFOEASIUBEL) TR EFOHD—DD/N\—2avFEEE
TILIE, —DD FDA FRRIFEDRITHEBEICKYREITINS—DD DI IZKYERESND, RELCN
—2aVFERIFEETIVIE D FDA FRBELFFRITHE(G)ICKYRITIND UDIGS)ITE->THIANTS
FLHARETHY. IRT—(s)[F, — DD FHITHBBIZLYREITINT- DI %.GUDID IZHLVTE— DI
ELTHEATHEZHMEICL, F- thDFITHE(s)KYD DI(s)IE. E= DIis) (U TFTSRDE) &
LTURNTYTTHEMNTES.,

* The DI record may also contain additional device identifiers:

* DI FERIZIZ EBMDOHRHAF()ZELEMNHES.

o Secondary DI: An identifier that is an alternate (secondary) lookup for a medical device that is issued
from a different FDA accredited issuing agency than the primary DI.

o £Z DI: £— DI &IZE%4S . FDA BalFEDMORITHENSRITIN-HEIFTHY. EE

BBRRRICERTLIRE (ZFBHD) #HAIFDIL,

o Unit of Use DI: A virtual identifier assigned to an individual medical device when a UDI is not labeled
on the individual device at the level of its unit of use. Its purpose is to associate the use of a device
to/on a patient when a base package contains more than one device. The package configuration
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example in Appendix A, Figure 1, includes a Unit of Use DI.

o EREMADN DI FRABEMLALOERESEIC UDI ORTHNEVMEEIT, ENENOERE
HEY B TEN—FrILHERNF. EFEE &OESELM) RICEROER#ERNBESN
T8 BABICERTIEERRBEEBZMEMTELILEBENET D, AFA ORILIK /Y
T—UORBEOEZERL ERESM DI £ERBAL TS,

o Direct Marking DI: An identifier that is permanently marked directly on the medical device; can be the
same as or different from the Primary DI; only applicable to devices subject to Direct Marking
requirements under 21 CFR 801.45.

o AEEEY—FJ DI £— DI LRIL HLLIFRLDHAIF T EEEFICEE/ A—I RN
Y=, ZNIE. 21 CFR 801.45 (UDI [ZTEHY—FU I ARELGEEG)) DEEX—F 5
BREOMREGDHERG)DAHBERASND,

o Package DI: A device identifier for the packa%e configuration that contains multiple units of the base
package (does not include shipping containers 6).

o & DI: AERBEMEERANAALIBRTHLH/ \Wr—C OHKRHERNF (HRAaVTT
PERBRS).

= Package information for a particular version or model of a device is part of the DI record. See
section 3.1.2.1 below for more information.

C BEDA—VIVELEET L OREOEAERIE DI REO—HTHS, HLIETFROD
5% 3121 HESEOIE,

Note that the current implementation of GUDID does not include the ability to capture the previous DI as
required under 21 CFR 830.310 (b) (2). This may be included in a future implementation of GUDID.
Labelers will be provided sufficient notice and time to incorporate changes into their source systems.
IR{TM GUDID [&,21 CFR 830.310 (b) (2) {UDI [ZERENA1EHR) TERIND, LIFID DI %
WG AMREZHLEDLETLWVENWEIZBET S, OB FFRMICETHEARAENSTHA.
ING—EITHLTIE. WHREGD, V=R - RATLONDER()EHARAL O D+ B EFF
FZRHT D,

'8 The UDI Final Rule defines a Shipping Container as a container used during the shipment or transportation of devices,
and whose contents may vary from one shipment to another.

UDI S#HRAIIZ &Y, B () DM IHEAINIEEDL T T O EEERRICLTEY METLICRBG)NEL
.

+ All DIs will be checked for uniqueness in the GUDID. Once used, a DI can never be reassigned to another
device, even if the original device is no longer in commercial distribution.

« &M DI(s) £ GUDID T—EMIZHERTES, —EMALE DI X Z0AUTFHILEGRATRRBLE
IEof=ELTH M DHRITHEFERATELGL,

o When Commercial Distribution End Date <= today (i.e. today or a date in the past), the device will be
considered no longer held or offered for sale by the labeler. The device may or may not still be
available for purchase in the marketplace.

o HEBERAEAN. BAHHINLBEDBHDEE, ARERKSR L IS —MNRTERHAOD
EOIRBLLLERBEILGNEEZD, COIIBEREHBRETSE TEARRENEINEITH
THd.

o The device will still be in the database and available via public search, but will be noted as “Not in
Commercial Distribution”.

o HFEBRBBERNT —IR—IANSHIBRSN DI LI NTVIIREBELARETH LD, “Ha3
FHBIEXSH TV LV EBRIESN S,

Each DI record will be subject to GUDID business rules to ensure data quality. GUDID business rules for
each data attribute are provided in the GUDID Data Elements Reference Table, available on
www.fda.gov/udi. Business rules include the following:

DI SREZNEN GUDID ERHE()IZBY, F— 2D REERIET S, &HF—FERITHTS
GUDID EZRRE ()&, www.fda.gov/udi [CTAFAEEA, GUDID T—2EHR(s)SHYRE (GUDID
Data Elements Reference Table) [CTiRftEh TLNS,
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{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/
GlobalUDIDatabaseGUDID/UCM396592.x1s) T ERITBEARE()ETRT .

* Required data attributes must be provided — see GUDID Data Elements Reference Table, available on
www.fda.gov/udi for a list of required attributes. While some fields in GUDID are not required, we
recommend that labelers populate all fields applicable to the device, when the information is available in
device labeling. For example, while Device Description is not required in GUDID, if you populate this
attribute, users will benefit from the information.

s ERARDT—ERMEG)ZRMT DL, - BEREHR(s)DY AL, www.fda.gov/udi [STAFATEE
%, GUDID T—2E%(s)8# X (GUDID Data Elements Reference Table)
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentificatio
1n/GlobalUDIDatabaseGUDID/UCM396592.x1s) I TSN TILVD, GUDID DLKDI2MDT4—ILK
() F BRMREFGEOTULVELA FDA (X, ST — ()W BRIV EICRT I HHERICEAL T, &
FAENBETDITL—ILR()ZIBHDHIEEHETSH., =& IE . GUDID TIE, #FHHEERLTIVG
WAL ZDEBAANESNTONIE, A—HF—()ITE-TREBRLIFRELS.

* Validation of specified attributes. For example, the FDA Listing Number provided must be valid.
c BERMG)DEAY, BIZIFRESNDIFDA YURTAVITBENRUTHHIL,

« Data constraints on specified attributes. For example, Publish Date must always be >= today (i.e., today or
a date in the future).

- BREDQRMG)ICET ST 206K, BRI LAFALATEICHBURTHEH L,

* System rules that determine available user actions based on the status of the DI record. For example, only
Unpublished and Published DI records can be copied. Sections 3.1.3.1 and 3.2.1.1 provide system rules for
each DI record state.

DI RBEDKEBICEDSVTHRATESIL Y —EXCERETDIVATLDIL—IL(G). FIZIE XL
B LULHAEAD DI SLEk(s)DAHAIE—TEE, 5 3.1.3.1 HHLV.5F 3.2.1.1 #T. & DI £k

REEICEHT BV RT L IL—IL(s)EIRHE T 3,

3.1.2.1 Package Information in GUDID
3.1.2.1 GUDID HFOREIER

According to 21 CFR 801.3, a device package is a fixed quantity of a particular version or model of a device.
In order to adequately identify a device throughout distribution and use, the various package configurations,
i.e. each different type of package, must have a unique identifier, 21 CFR 801.20 (a) (2). Thus, if a device is
sold in individual device packages, that are sold in boxes of thirty (30) device packages, that are sold in
cartons that contain twelve (12) boxes of thirty (30) device packages, a different DI would be required to
appear on the individual device package, on the box of thirty packages, and on the carton of twelve boxes of
thirty device packages.

21 CFR 801.3 (AEEDER) [C&LHL HBDBELF. —EHEORHEDN—avHLLFETLOE
BERBEANAALBEATHS. RESIVFERATOELRZELT. HLIEBRKFOBAIZEIIZITS
EOICIX BRRGEEREG). THHE, FROELGLIEFBBL NIVIZER OHRNF LT ELE
LY (21 CFR 801.20 (a) (2) {UDI Z{F53 53 NILY). &FoT HEIKBMNERIZELLHEBRE(s)IREE
THRFTSINBMEIE FEZIE HEBAYE 30 DFE(s), TDHEIIAYER 30 DFEM. 12 BA-T=H—F(s)
LESHMRETRFEINDFE ELDEFRTIZIE, TNENICELSD DI ORTNERSIND.

Following are key points to note regarding package information in GUDID:

GUDID OMREFRICEALTEET NESER(ZUTISRT.

* The Primary DI number for a DI record identifies the lowest level of medical device package containing a
full UDI; also known as the base package. The Primary DI, therefore, is also the base package DI.

DI FERICHEATHE— DI BEICLY. T2 UDI 28BL-EE#BOBEEE MY EXRDLL
FEEnd) #AlT4H. KoT.E— DI X EFREBID DI TEHS.

* The Device Count attribute provides the number of medical devices in the base package.

 BBEAVHEBEMICSI S TEERTICASTOSIEEREBODAYHRETRT.

* Package configurations of the base package are part of the base package DI record.
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- EEBEMOEDRERRE EEED DI LHEO—THS.

* Package configurations inherit base package attribute values. Therefore, Package DIs do not need their
own DI record; instead package information may be entered in the Package DI section of the Primary DI
record for that device. Attributes specific to each package may be entered and include:

- EREG) HELEAREESEIIEHC, #oT. ThEhOEE D)L 2hi>0 DI #ik
FERLEVA, HEBBEOE— DI REORWE DI MIBEEREANALIENTED, £HE
[CREEDRER. UTEEHANTDENATEE

o Package Device Identifier — DI for the particular package configuration (does not include shipping
containers).

o HAKFEHAF - BEDWALANILOD DI EERAIVTHE)EEFLGLY)

o Contains DI Package —DI for the lower level package configuration contained within that particular
package configuration (what is the DI for the package inside this package?).
o @EWE DI- UHBERICEFLLTHEEO DI (LHZETNES D DI X?)

o Quantity per Package — number of packages contained within the particular package configuration with
a unique DI (how many packages are inside this package?).

o BREALANILZEDAYE - —DDEF DI MTEEINTOAREDRALRNILIZEENT-IRE
() (COBBIZASTLDEBEII?).

o Package Type — optional text to describe the outer packaging of the product (box, carton, etc.) and
enables users to understand higher-level packaging configurations.

o MEREAT - T aFII-THRAMIBEGEDNE FE.H—roE) HRERLBEL SLNILE
BALRNILDOHESEI—T—() D EETESLIITT S,

o Package Discontinue Date — indicates the date a particular package configuration is discontinued by
the labeler.
o BEFRIR - INF—HIHEDREILANILOFERZFILTHAERT.

o Package Status —indicates whether the package configuration is in commercial distribution as defined
under 21 CFR 807.3 (b) ; auto-populated by the system based on Package Discontinue Date:

o #REIKEE - 21 CFR807.3 (b) (AENEE - BARE) [CTEERTIEY. HHAMBLANILLFE
EEmEsh TOAM, FltSh TWAAERT, HaditBF—2ESVTORTFLAE
BMICT—2%BMNT 5,

= If Package Discontinue Date > today (i.e., a date in the future) or null, then Package Status = “In
Commercial Distribution”

- WEFULANEBLURLLIE ZEBR “wll” 056 FELXET < HERER”

= If Package Discontinue Date =< today (i.e., today or a date in the past), then Package Status = “Not
In Commercial Distribution”

« WEAULAN, BRBIFENLURIDEGEE, FHEKET < EHaBET”

Figure 2 provides a package configuration example for GUDID where the DI is on the individual device
with one package level.

X2(&. DI AE—RSEELANILIZETRREINSEED GUDID OEELANILOFHETRT.

* Oral/enteral syringe, each with Primary DI 00884838035683 and Device Count = 1.
- BOMGREELD)OOTHY, E— DI H%00884838035683 ThHY, FHEA YL, 1TH.

* Box of 100 syringes, with Package DI 30884838035684 (contains 100 units of Primary DI
00884838035683).

«100 YD) AYDFETHY, HBE DI 1£30884838035684 (5— DI 00884838035683 A%, 1001 ="vk
ADTLVD),

« Package Discontinue Date is blank (null) ; therefore Package Status is set to “In Commercial Distribution.”
fﬁ@GbltElin (null) DT, fﬁ@*/)('ﬁgli iznnuu.

Package 30884838035684 inherits all attribute values of base package 00884838035683, except for the
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attributes specific to 30884838035684, as shown in the table below.
B 30884838035684 |, THRITTRT &£FHY.30884838035684 FHDEMERE, AR
00884838035683 M EJEIENE(s)E5IEHS.

Base Package is
the lowest level of a
medical device
package containing

Package Configurations of the Base Package

BEFEOHERE(S)

Package Configurations
inherit the Base Package

Base Package @ full UDI Package DI device attribute values
Primary DI fEz=m. £ UDI & @@ DI= except for attributes specific
BEDE— DI= HOERMKFEDLO  300884838035684  to the particular package
00884838035683 #m/NEMITHD. HEDHAICHELGRMELR
T e EERMREMEEESIEH
e e ERAamE(s)
= _a
Oral / Enteral
DSy_rlnge, 60”1' Oral / Enteral Syringe, 60ml, Box of 100 Contains
evice Count=1 100 units of
Wm%f AR Base Package DI 00884838035683
~>. 60mi Quantity per package = 100
HEAYE =1 WAE /| SAAES YT, 60ml, 100 BAY DI, L
T#%.100 2=vk()ET
{8% DI 00884838035683
FATEDAYH =100
Base Package
EE
Primary Device Identifier Device Count
E—HFHATF BIRAYE
00884838035683 1
Package Information
HaADFHR
. Package
Quantity per . . .
Package DI Package C(l)jntallns = Package Type D|5(§2tténue Psatc lftage
#@a Dl ma gt S wans17 o
e TEME DI Ha HanikiE
Box In Commercial
30884838035684 100 00884838035683 P Distribution
K mimEF

Figure 2: Package Configuration Example'’

& 2: B

7 Device Identifiers used in the example are fictitious. Please refer to “UDI Formats by FDA Accredited Issuing Agency” in
Appendix C for correct format of the DI numbers by FDA Accredited Issuing Agencies

VKB TR EBERF6)E BZOLDTHS,

R C O “FDA RAFHITHEI<LS UDL I4—<v

k(s) (UDI Formats by FDA Accredited Issuing Agency)” IZT.FDA FRaIEFITHEI()ICkD DI BB (s)DIEFER
TH— U EHERT HE.

Additional examples of package configurations, along with attribute values pertinent to packages, are
provided in Appendix A.
BWE)IZB T DA E() DB BIEE(s) EHIC A EH A ISREEHT B,
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3.1.2.2 Global Medical Device Nomenclature (GMDN)
3122 ERMFOEMRMGSE (GMDN)

Each DI record in GUDID requires entry of at least one GMDN Preferred Term (PT) codes. The GUDID
business rules 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 FEkICIF, H%<EB—2M GMDN EAREE (PT) O—F()ANNRBEITLD,
(GMDN EXRFEIEOADT—IERLYEREINTEY, 5D GMDN a—F, —DDOEKRFELEE L
UEEZEL. GMDN T—AR—R I 1—HF—-NMHRLEVGABEZRIRTEDLSLS. £2AFEBLV
EENMRRTEDSLIITHOTLS, BRVETINEL 12— —HGMDN a—FZEAT HFH A6
(Y ERBIER, TR BOBMTHEASNS.) GUDID DERARE()I<LY, —D0 DI BRI
XL THEHMD GMDN AFEEZEIYHTHIEZELTVSA . CCTHAI T HEKRIE, HAHMB L EMHEICER
B9 5-DICERDREEZLELT AL FICHINLTHS, [FEAEDRERG)IZIE. —DFET
GMDN REAFYHTON TS EZHFT S,

GMDN is a system of internationally agreed upon descriptors used to represent common device types for

the purposes of grouping or categorization. GMDN terms, managed by the GMDN Agency, have 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. 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 (&, #2835 T W—T 20 H1=Y BRI =Y T B1= D, X BB I T ()T T EENIZE
BN AT L(s)THSD. GMDN HBEIAEET S GMDN FFE()E 20FICE->T R G
(s) FRTTEEE. (RS 28T (invitro) #3R(s). BEUV, M X ITHME K DEMHR(OZFDEMHFH(s)D
EUERARB BTV TENETNA LR TEDLIICHRE XE LTS, & GMDN EXEE (PT)
[Z3DDEAEIHMNTEY. TR TN BFSHOEXREI R EXREELH SLUVEREDERT
BREnd, ERERITOBEASOELICEHLE T GMDN t#FEHSNTEY. AEX (PT)
EBE)VCEEC)ZmELY. FLOAREG)ZEMLIZY, Ehiaio-RAE()EREIEL-YT 5.

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 #%.GMDN % FDA THIHTEETSHFEIIHFSH, GUDID ~Digti BHT GMDN A
(S)NDT IR, FT=,GMDN EKZE(s)D:EIRET HME. BX()IL. FF GMDN BED A /—ITHD
CEEEDHD,  FHH(s)IE http/www.gmdnagency.com FSHBME., GMDN AU/N—IyTHAERS
NTWEDHIFTTIEAWLA (LLTF® ‘GUDID Search Module’ $88), GMDN ##B8(%, BH 7R IZTH
RMNTES GUDID BEREDV1—ILTIIAFTELRVNVEBEI—RG)IIKDFIR(G) O —ER(s)ERHEL
TWha,

Prior to submission of DI records to the GUDID, ensure the following:

GUDID [Z DI gEfk(s)ZiRE 9 4RI, TRz ERICEITT H%F:

* Identify and obtain appropriate GMDN terms for devices requiring GUDID submission.
* GUDID RHZZERINDHIR()DEENE GMDN EARFE()ZRRLTRET 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.

« R HILOVESEATI)—OEREZRE T HICIIRRHEET 50, AL ELL HONLOHEFE
ZAUTTHL,

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.
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o GMDN EARFEZEIRT HME. GMDN EXZEDERG)ICIE. FDA Mo R T HHLEH LWL
HIGERBIERZ ST RN H LI LETERTSH, BRHEAD DI ELHKIT.GMDN HARE
LT ZEDEIGEMPOEERZRATALICE T ZOEGZITH TS FDA DERHIIRT 52
BEMOT-EHETEITEL,

* If your company has GMDN terms that are currently in use, use the GMDN Agency as a resource to
evaluate the following:

- B THREFEASRODO GMDN RAiE(s)AH (L. GMDN #E% LITOHEREEXD-HIZERT S:

o Term fitness — determine if this GMDN term or device category best represents the device
o AEOBEYME - R GMDN AELEBFNTI) N —BICIREBLERITHESIHERT
%)

o Term Status --determine if terms are “active” or have been made “obsolete”
HEOIRE — IRAFEON “ERATEE (active)” M “ERAFIE (obsolete)” [CTNTLVEME
DfJ‘ DRSS

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

o $L. BHDa—KR(s)h “fFEAFIE (obsolete)” ITENTLV=75, GMDN HEZRET 5H\.
GMDN #E(I“RLVEh & TRERE(S)ZERT D,

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 ZAE: OB LF/(s)IKYFEBESNT- GMDN FAE(s)I&. GUDID O DI fEHELTRETS
EETHONENEEELHS, GUDID AL, GMDN FEE(s)T “fEFAEE (active)” HHDTT
MEZD,

* Submit only active GMDN terms to the GUDID.
+ GUDID [Z[& “{#EATAEE (active)” 7% GMDN FE(G)DHEIRET S,

During submission of DI records:

DI FEHEE)DRBICELTIEIUATICEEYT S:

* 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 )

« 17 A—Y—A8—T1—XEHTO DI LEHEANICHI=Y.GMDN EAXRZFRHEERIRY HE,
GMDN EAXEI—FDFERAZEDD. (EAREBI—FEANTIE) BMBLIUERE)TI—ILRG)IE
BEIMICANENS, (GMDN FiE(s)Z. HL7 SPL xml Z74IL(s)ICTIRETHB AL,
www.fda.gov/udi 2T, GUDID HL7 SPL Implementation Specification 774 JL(s)&SHBNDE,)

Maintaining GMDN Codes in DI Records:
DI F28%(s) ETD GMDN I—F(s)D#EH:

« 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 (see next bullet).

« B%#t® DI ZBEHREBOEHETHY, RFDEDTHAZEZRIETIDIE. SAT—)DEETHS.
GMDN DE£EERZHIFINIEL. GMDN #EkY, B THERALTWAAEG)ICEENELYEL
([ZHL-FRILERAAD, HL.EETHWMERE. B TEEZEF>T GMDN EXRGE(s)%x, EHIMY
FIXZYHERIIIL—IL(G) (RD < SB) ITRVDRFTDOT—RZLESTIELITALY,

* [f 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 EAXREHFELIZHS-IRIE, B35 5— /LDE [&. 20D DI LExEMEZEFH TS
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BRI, Z8% GMDN EARELEHL RIEICERLGSTIELTAL,  BElEEShf- GMDN EAREZE
P AREFIGND, ZDMD DI BHEEMEGZTHESET HFRIC. AT GMDN EXRFENENE BY
THFERR / BREEICERRLALY,

* 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 iC#A% GMDN [CTHZE GMDN EXFEFEALTARSANIL TDH,. 55— /LDE
AERLTEELLVRY, £DEFRMEERZNS, GUDID 1 GMDN EAFE(s)NBEIRIIZEHT
SNAHEIFEL,

* 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&$RICZEE A A CF-FE(Z. 21 CFR 830.330 (b) {UDI 1E$RIZHEZAIT) IZH 10EZE B UL
RICEBHERERHELASTIILDTRLY,

GUDID GMDN Search Module
GUDID GMDN #&ZEVa1—I)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 (4letter) ; 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 &=#23R8I [78 FR 58786] THRELEY.FDA [&,GUDID #®ZFEY1—/L “Find FDA PT Codes”
ZRFLIZ ENIZEY, 22— —(s)IF. GMDN kY GMDN EAXO—FZMGTHFETOM. B+t
® GUDID #BHIZHEATS GMDN £AKELRINTZENTES, 4XFO FDA EAE (PT) a—
E(s)[&.GMDN EARFEI—FD%& GMDN EXRZEITHROF5NTINS, D FDA OEFREI— F‘(i
DI 28 GMDN EAXFZEI—FEM I —ILRTRHLNTEY,. TD GMDN EXRFELH %ﬁ\}aotu
(8)IF.GMDN EAXRFEI—R)CEAEMToNTEEMICANENS, —D0O GMDN EXRFEaD
(5#7) F1=IX. FDA EXREI—F @4#1) OENDEANTNIE T—RADERIZRSIZEITHEY, %*L
DWEAZEANT DLEFEL, —DD GMDN EAXRFEITHLT.GMDN EARFEI—FE FDA EXEE
I—FEZENTNANTHIEIFTEITSH, FDA EAXRFEI—F(5)(F.GUDID DI S2EANICLMERTE
3 .GMDN EXFEI—F)EFAT HMDINALELHL AT LAICHLERTELRV=6H,GUDID RH#E(s)
(21X, TEBFEITES GMDN EAREI—FEZIMBLTHERD FDA EHAKE (PT) O—FEANEZSE
ZESHSD, FDA EXEFE (PT) 3—F(s)[F HL7 SPL xml FFaAUMRHICHERAREERZAY. LEERI
DFIR () HS. (GMDN ~ HL7 SPL xml F7AIL(s)ISKY ANT BIH =Y, 3¥MlEH8E () (.
“GUDID Draft HL7 SPL Implementation Specification, v1.1 (www.fda.gov/udi)” #SHBNDE,)

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 EAEE (PT) O—F#&% (Find FDA PT Code) £ 21— /LI, GUDID Rh—L -R—V[ZaA—H—%
ENRRT—RTAYT (ViR RRSND, COBREBEED1—IVIEDI BFT—FAAED21—ILEITRID
LDTHAH. DI kLY. ‘FDA EXFEI—F()1EFE (Find FDA PT Codes)’ ~DT I ERITELD,
LDE 1 —H—(F. F9F.—D0D GMDN EXRELH (BLUL. #MDOFonf- FDA EXREI—F) 2%
DOHBAITKRERL, —D0 DI 28%EANL FDA EXEI—F% GMDN EAELHEEB()E TN
DI EHERDITHEMTERT 2.

Labelers in need of assistance with term selection or new term development are encouraged to contact
the GMDN Agency, www.gmdnagency.com.
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EXRERRICEL TSR E, FE FILOWEREDERNBELZFIANT—(s)IF, GMDN (&
I HELZEDHD. (www.gmdnagency.com),

NOTE: Representation of GMDN in 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.

B #E#9 D O B DI TRY GMDN ([ REMLGEEKFEINILTHY, BREFEBAGS)D AT
[ZEALTHEY.GMDN ERELMBIVEERE MBIV LIZRREINLSETEL,

3.1.3 DI Record Life-Cycle
3.1.3DI REDSA1T Y1l

The GUDID DI Record Life-Cycle comprises the various states of a DI record and the associated business
rules and functionality available to a user. Please note that the DI record life-cycle applies to both GUDID
submission options — Web Interface and HL7 SPL xml file submission; where there are differences due to the
type of submission, they have been noted.
GUDID @ DI FEEERDNSATHADIVIF. DI EEESSUVBEDERMRE ()R, 1 —H —AERATIREL
BEEDHR R IREEG) TSN TS, DI HEDSATHAYILIL GUDID DA T3> (s)THD
V17 A8 —T1—ZRE LV HL7 SPL xml T7 A LVIRHDAINICHERAEIN G EICBESTHIE. |l
BLI=ESITRED RS TITLYIRE A RIE RS,

3.1.3.1 DI Record States
3.1.3.1 DI ERERMDIRAE

A DI record is in one of three DI record states at any given time. The DI record state determines the
applicable business rules and the GUDID functionality available to users.

DI F28IE. HBFIZUTIZENT.3 D0 DI BEHKEG)DIB, —DODIKEEETRY., DI FERIKEEIC
KO T ERATEEAERBRE () E1—Y — ()W FI A M BEL GUDID D#EEEMRESIN D,

A new DI record may be saved in one of the following three DI record states: Draft DI record, Unpublished
DI record, or Published DI record. Only DI records in a published state will be considered to have met the
GUDID submission requirements under 21 CFR 830 Subpart E.

#LLY DI EL8k(1E.3 D0 DI kK& (s) (DLEHE. RNBD DI ik LLLZAFEHD DI
&) DENNTRETESD, LFHFKED DI L) DHAY, 21 CFR 830 &R E (GUDID) O
GUDID RHEER(s)EHmELTWDERTIND,

anh
cu

Draft DI Record: enables you to prepopulate and save a DI record with the available information via the
GUDID Web Interface. Additionally, users may also create Draft DI records to get familiar with creating and
saving DI records in GUDID; however, please do not Submit records for publishing when created solely for
the purpose of familiarizing yourself with the system. Merely creating and saving Draft DI records does not
fulfill your GUDID submission requirements under 21 CFR 830, subpart E. Please note that the Draft DI
record state is only applicable to the GUDID Web Interface option. HL7 SPL submissions cannot be
submitted as Draft DI records.

DI 52#%%E: GUDID D17 - AV3—T1—R&NLT AFARELREREEBIZ DI BEZEHANS
FURETES, &Ffz.21—H—(s)[&. GUDID ~ DI RFLEERLERFTEIBITEND=HIZ.DI i
BEC)EERTIENHELIN, TDEMDAITIERLI-RRRELELT HFFLILENTOFZERL,
B[ DI RBEEEZERLTRETHETOHAIX ETNIZE-T, 21 CFR 830 ElfR E (GUDID) M
GUDID $2HEREERELTWNAIEITIZADAL, DI SERE@)KEIX GUDID OYxd 1248—7
I—RICOABEAREETHAHEIZBETSH. HL7SPLTIE DI BERE()FIRETERLY,

A Draft DI record:
DI FCERE:

* does not have to pass any business rules prior to being saved as a Draft DI record.

DI FEHREELTERTAIELTT. VT hOERRE() BRI EHLEFAL,

« can be edited an unlimited number of times via the GUDID Web Interface.

o #WERIX.GUDID DT A8 —J1—REEL T, EHIRIZATHE
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* can be saved in the Draft DI record state for 180 calendar days; the record will be “purged”, i.e.,
permanently removed from the GUDID, after 180 calendar days of inactivity.

< 180/BHI(F DI LHIREDIKETREFRIRE. XRECEKE, 180 BEHE/ESNZITIL GUDID Hib
“;HZE (purge)” DFY.GUDID MoKAIZHIBREN S,

o Please note that the 180-day cycle resets and starts over each time the Draft DI record is edited and
re-saved as a draft.

oDI RHBRELZRMELTRLLTHERAETSHL.180 (E) BOH AV EybSh, Fifz[CtaEFESHT
EITEBET S,

* can only be viewed/edited by the LDE user who created the record.

*DI 2832 EH L= LDE A—5—DA LB E/RETES,

* is not available for public search and retrieval.

s NIV IRBEEIUFHEAHLITTELLY,

A Draft DI record must pass Review, i.e., pass business rules before it can be Submitted to GUDID. Upon
submission, the record then can be in Unpublished or Published state based on the Publish Date:

DI iB4REIT A (Review) ITAKLAITHIEHSAEL, DFEY,GUDID IZEHTEDELSIZTBIZIL.
ERAREG)ZBESEECTENTRZL, REICRLT, $%EHRIL 2F4FISE > T RAAH AU IE
DEAFIREIZEM NS,

* Unpublished state means Publish Date > today (i.e., a date in the future).
« RORDIKEEF, 2FAN. ZTDHBIYFRTHHEEITL,

* Published state means Publish Date =< today (i.e., today or a date in the past).
s DRAFOREEIE, 2FAN. TDOHAHIILRTTHAHEEIC L.

Unpublished DI Record: enables users to complete a DI record and Submit it to GUDID prior to the

required date. Saving unpublished DI records alone does not fulfill your GUDID submission requirements
under 21 CFR 830, subpart E.

KRB DI B8k MREKRBICHKIL-ST.DI RBHEZTHEE . GUDID NELTHEERREICT S, K
AFD DI BERE)ERTFTHDHTIE 21 CFR 830 El#R E (GUDID) M GUDID 1RHEZER(s)&iEE
L7Ly,

An Unpublished DI record:
K22E DI &Lk

* has passed all business rules, i.c., has passed Review.

s 2ERARTEG)ICTEHRLTNS, DFY, £ (Review) [THEHEL TS,

* has not reached the Publish Date (Publish Date > today (i.e., a date in the future)).
o ZYFAEIZ TG (LEAIE. E B LR,

* can be edited unlimited number of times; however, each time the record is edited, the record must pass
business rules, i.e., Review again.

o WMELRMICHIBRALGLY, (ELHEEEZITOLRIS ZTORKITERAEERHRETILELNHD,. OF
Y, £4F (Review) NEBEMLEIZHS,

* can be copied to create new DI records, enabling reduction of data entry time; all attributes except for the
Primary DI number and package information are copied.

DI REEEOEHLMERT BRICOAE-LTHEATHENTE. T2ANRRZENTES., %E— DI
BSHRIVEBAFERUNDELEZIE—TES.

* can be viewed by the FDA and LDE users assigned to the Labeler DUNS associated to the given DI record.
FDA may review your Unpublished DI records for data quality assessment and contact you with questions.

« 5 DI LEICEEMITONT=, HBE& SX5— DUNS [CE|YH TSN LDE 1—H—(s)& FDA
HNEETES. FDA (L. ZTDOXRLH DI k()% T2 E 5Tl B B THREEA ATRETH Y. BRE(s)
ZIH5EELHD.
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* is not available for public search and retrieval.

s NIV IRBEEIUVFHEAHLITTELLY,

« will be checked by an automated GUDID nightly process, and when Publish Date = today, the record will
move to the Published DI record state.

«GUDID [3&MIZBEEMIZFIyILT, 2 4% 812158, k220 DI SREEOKRENLAE DI 28k
REEIZEBT .

Published DI Record: a DI record that is available for search and retrieval by the public. We will consider you
to have complied with the requirements of 21 CFR 830.330 on the date that the DI record is saved in GUDID
in the published state.

BBFE DI ik NTUVVIRRE IV T —25AHLAFIRETHS. FDA (L, R DI FELEAS
GUDID [ZZABAFIREETIRTESNT=AIZ.21 CFR 830.330 (UDI 1&$HRIZEHEA43I5) BERG)EB/RBLT
WBEHTET,

A Published DI record:
AR DI Lk

* has passed all business rules, i.c., has passed Review.

s BERBEGCETERBRESETLND, DFY, £ (Review) IZTHELTULVS,

* has Publish Date =<today (i.e., today or a date in the past). Please note that a DI record entered with Publish
Date = today, will be available for public search immediately.

- ZEANHBRITTNLUR. 2FHESHBELTAALE: DI BRIFESLIT/NTUYIEERATREIC
BHEIZBET S,

* can be copied to create new DI records, enabling reduction of data entry time; all attributes except for the
Primary DI number and package information are copied.

« LW DI B]EOEERTHHITaE—LTERYTSENTE, T2 ANEMZEHNTES, F—
DI BESH IV BHAFERUN DL TORME()EIE—TES,

* is available for public search and retrieval.

s —RICRECHRALHLANTRETHS.

« is subject to editing limitations as determined by the Grace Period. The Grace Period is 7 calendar days and
starts the day after the DI record is published.

« BT HARA (Grace Period) IC&URENFIR(s)ESNS, BT HRIZ7ER T.DI L ABOZAICHE
EZN

Publish Date Grace Period Start Date Grace Period End Date

AR B T EARBAKRA BMFHMETA

Monday, July 15, 2013 Tuesday, July 16, 2013 Monday, July 22,2013, 11:59 PM
2013%7H158 (B) 20135 7H168H (K) 20134%7H228 (B) F#11:59

o Editing within-the-Grace-Period
o BT HAR Hh DHRE

= all attributes, except Publish Date can be edited.
(). BL. L FHITRETFTHE.

o Editing after-the-Grace-Period will be limited
o BEHARKR T ROHEEEIFRINSD,

= New DI trigger attributes cannot be edited; these are core attributes which, when changed, no longer
represent the same device and require a new DI.

» FILLY DI MUA—BHE@)ERETELGL. ho[Ea7EMES T . ERTLHERICHERERT
LD TIFEKGEY, FHLLDINREIZR S,

= certain attributes would have limited editing capability; a complete list of edit rules are available in
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the Data Elements Reference Table, available on www.fda.gov/udi . For example:

s LKODDEMG)IEREHEEDFIRSN S LIZHS, RE/IL—ILDEL XM “GUDID T
—A3BER(s)S B! Xk (Data Elements Reference Table)”
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDevicelde
ntification/GlobalUDIDatabaseGUDID/UCM396592.xls) (&, www.fda.gov/udi &Y AFHAJHE,

LV AES

» FDA Premarket Submission Number:
> FDA TERAIEEEEHES (Premarket Submission Number) :

- can ‘Add’ Premarket Submission Numbers after the grace period

 MFHRRTRIC RS EESeF BN A

- cannot ‘Edit’ or ‘Delete’ existing values after the grace period

 MPHREC BEOBOE BE LY HR THLETELRL,

= in the rare situation where New DI trigger attributes or attributes with limited editing need to be
edited after-the-grace-period"®, you may contact the FDA UDI Help Desk and request assistance.

s FEBICENGT—REEZDM FLL DI MA—BHEG)F-X REFIEOHEBEIEG)EIH
FHIR B CICIRET IV ENH DML, FDA UDI Help Desk  [TEHRLTANILTEHIKFETE S,

» FDA Staff will review your request and move your record to the Unpublished DI record state

» FDA RBV7(F TDEFERETL. HREHFZERLE DI SL#KEIZT S

> You may make the necessary edits and submit the DI record again to be published.
> &0 DI EEEEISHL BEISSLT BHEGHRECZMA, BEARDAIIRETSEMNEH
%3,

'8 Bdits to New DI trigger attributes and attributes with limited editing after-the-grace-period is expected to be an
extremely rare occurrence. Labelers should ensure their DI record data is accurate before the record moves to the
published state.

UHPHRMETROHLL DI MA—BROBLV BEHIROHLBIE()~NDESES)E, FRICENLT—
REZEERD, IANT—()E AFKREICT DRI BHD DI Bk T 3D ERTHIBEHERET 5.

Please note that Published DI records for devices removed from commercial distribution will remain in the
published state and will be available for public search and retrieval. It is the responsibility of the labeler to
update the DI records for discontinued devices. The Commercial Distribution Status will be auto-populated
by the system based on Commercial Distribution End Date as shown below.

HMRBENOH LRGN ABFE DI R DREELAMFATEESN NTVVIRRELUVT
—ARAMYMNATRELCLICEET S, IRFEP I35 (s)D DI RERGC)EHIL. HRIAT—D
EREETHS. HBAERET HERBERTHOATLNEEENY S (TiESR).

» When Commercial Distribution End Date> today (i.c., a date in the future) or null, Commercial Distribution
Status = “In Commercial Distribution”

o BEmBEAT AN BAURE FE E8 ‘wl” OBEIE ZEmERXET < BERED THD.

* When Commercial Distribution End Date =<today (i.c., today or a date in the past), Commercial
Distribution Status = “Not In Commercial Distribution”

« HEFERTANLEEHLINVEBEDEE I, HEFTENET “REFTBEPTELEN THS.

The table below provides a summary of the three DI record states:

320 DI REREGC)DENZTRISTRY.
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DI Record | Description System Save duration Possible Actions on Available via Public
State ol AT LMRIFHAR the DI Record Search?
DI L&k DI RERTHIRELRER | /NTVVIREARE?
i}
Draft DI | Saved DI record that has | Purged after 180 | -- Unlimited editing --No
record not passed business | calendar days of | -- Resave as Draft -- only available to
DI E28%ZE | rules inactivity; if edited and | -- Delete Draft the LDE user who
Please note that HL SPL | resaved as draft, the | -- Must pass business | created the record
Submissions cannot be | 180-calendar day cycle | rules and be Submitted | - A~ RE
submitted as Draft DI | resets and starts over to move to other DI | - E28}k%F1ERKLT-
records. This state is only | 180F& B M8l IE7 & T | record states LDE 1—H—DH
applicable to the GUDID | A jiREEAME (T (L, Bl | - MEEBISHIRGZL | marge
Web Interface option. BEhd, EOFF |- BELTERRE
ERRECEHELT | GESLUBREL: | - EEHIR
[SRFSNF DI B | 18413, 180BE DY | - tD DI EEFRE
DI GCEREs) 1Z HL SPL | 45 LD wbEhT | ITBB T RIBE LB
FEM(s) TIHIEH TEX | i LIBES. BREEEBRLEL
WTEIZEE, DR T BHEENBZPBEN
B4 GUDID D74 H5,
B—TT—XDABEH
ATEE,
Unpublish | DI record that has | Saved indefinitely -- Copy --No
ed DI | passed GUDID business | #EHA[R -- Unlimited editing - available  for
record rules, been Submitted to -- System publishes DI | editing by LDE users
&% B DI | GUDID AND Publish Date record when Publish | assigned to the
5% > today (i.e., in the Date = today particular Labeler
future) - aF— DUNS number
GUDID EFRE (s)Z i - TREHIRREEL. - can be viewed by
EBLET GUDID [T - ABE%AICSRT | FDA
EHFETHY. BB LS DI EREREAR, |- TR
RO DI LR -HEDINT—
DUNS &FS(CEIYUH
Tbhfz LDE 21—
H—(s) B FREFT RE.
-FDA A AT EE.
Published | DI record that has | Saved indefinitely -- Copy --Yes
DI record passed GUDID business | ZEHA[R -~ Limited editing | -- available for
ARBAFE DI | rules, been Submitted to during and after Grace | editing by LDE users
05k GUDID AND Publish Date Period based on | assigned to the
<= today (i.e., today or in business rules particular Labeler
the past) - aF— DUNS number
-- Cannot move to other - BERHBE()ZHED | -can be viewed by
DI states without FDA = MPEAB S B LU | Coordinators,  LDE
staff intervention ﬁWT #%1%4m | users, FDA, Public
GUDID EFRTE (s)% E£AFIRIND, Users
BLTHY.GUDID 248 - A8

BHETHY. NEBAMNH
BHAWIILUFIDLD

T&H5 DI itk

- FDARAYIHBEELA
WRY. thd DI 28D
KEGC)ICEBBTSHIL
[ETELE,

SHEDIARNS —
DUNS EBEIZH|IU XY
Tohinf=,LDE 21—
H—(s) i ERE AT HE,
- A=TA4r—B—
(s), LDE_ 2 —H—(s),
FDA LU —ffa
—H —(s) N E A

Lk
AE,

Table 1: Summary of DI Record States
&1: DI BHEREBOEH
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3.2 GUDID Modules
3.2 GUDID EYa—IL(s)

Now that the key GUDID concepts are familiar, this section provides a description of the GUDID Modules.
COFFRETT.GUDID OFEIETo)IE+2EBALz. &>T.COHTIE GUDID EVa—)L
()EEREAT B,

The GUDID provides two options for submission of device identification information:

GUDID ~MD#ERHAIFERDIREHEG)IZIE LLTD2O0H 5,

1) Submission of one DI record at a time via the secure GUDID Web Interface.
1) &% GUDID 9z AV 3—2J1—R%EHLT. —EIZT—D20 DI RBHFIRE,

2) Submission of one DI record per XML file via the HL7 SPL submission option.
2) HL7 SPL 2T XML 74/ &IZ—DM DI fREFRE.

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.
ELLDRHAEE)ITH, ENEN GUDID FHIUMNES, GUDID FHIUMIREAENRL S
TLRLTHACEITBET D, ThHHLE SANS—(TRHEAEEIC GUDID FHIOUNERGT HAME
[Z7ELY,  Z@ GUDID 7AIUMI&KY GUDID RTINS —ZHATHIENTED=H, ELLDIR
H 7T EG) THRRFRERHTES,

The overall concepts presented in this guidance document apply to both submission options. Where there are
differences, they have been noted.

EBELNIRBAEG)IZEERAAFT VR - RXaAVMIBE L-2ARNa T ) EERATSH. ELG)D
HNIETECIZEHESNS,

GUDID provides two information retrieval options for published DI information:

GUDID [Z1E, ABFEAD DI ERICHL, LTF22DHAHLAEGC)DHS.

1) Search and retrieval of device information via the web interface

1) 917 A8 —D1—RENLIHBEBROBRE, SLVERDFTAHL

2) Download and web service capabilities are planned for the future

2) FovBO—FE&UV T -H—E XBERE() [ FEKFELTLS,

GUDID accounts are NOT required for search and retrieval of published information.

NABFHBFROBRRES LUVEFHEAELIZ,.GUDID 7HAIURS)IFBHELL,

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

DI ZZERGS)ICHEBEZ G T —R I EREESHBFTDIL L LIFHETIHI£,GUDID /Y7ot FE L%
LUVRKEEIZH B,

Figure 3 provides a pictorial representation of the GUDID modules described above.
31T, kL= GUDID £V a1—IL(s)ZRERT 5.
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GUDID HL7 SPL
Submission
GUDID ® HL7 SPL &H

GUDID Submission Options
GUDID DR A(S)

=

GUDID Web Interface
GUDID z7 - A2A—Jx—R

GUDID Search & Retrieval Options
GUDID #% & HAHLAE(®S)

Search & Retrieval ]
iy —&5

Public Users
— 1 —F—(s)

System to System
Search & Retrieval
AT LHEBRE & &
AHL

FDA Electronic Submission
Gateway
FDA OEFMIRHS —bozA '

Web Services

Future
et 3 -

DOWNLOAD

Global Unique Device Identification Database
GUDID

Figure 3: GUDID Overview
E3: GUDID D#E

3.2.1 GUDID Web Interface
321 GUDID 9x7 48— —R

The GUDID Web Interface module enables creation of GUDID accounts, submission of DI records, and
search and retrieval of device information. For details related to account creation, see section 3.1.1. This

section focuses on submission of device information; search and retrieval details are presented in Section
3.2.3.

A GUDID 9x7 -4 3—D1—ADNEL1—I)L T, GUDID 7HIURs)DIER, DI SE8k(s)IRH. XU
HBREROBRBERVGRABLAAIREICLES, THOUMEROFEMG)IX. F 3.1.1 HizSHBOE, o

DETIF B FHROREICERZATTND, SO TRRRUVFHEAHLOFHM(s)ITBELTIE 8 3.23
HESROE.

3.2.1.1 GUDID Device Identifier Module
3.21.1 GUDID #®(#EHNFES1—IL

The Device Identifier (DI) module enables creation and management of DI records by LDE users. As
indicated in Section 3.1.1.2, when coordinators create LDE users, LDE users will receive a temporary login
and password via a system generated email. LDE users may then login and use the GUDID.

LDE 1—H#—(s)IdBBEEAIF D) EPa—IIL%EE->T DI BREOZEERBSLVEETS, &
3.1.1.2 FIZERBLIz&KSIC a—TaR—F2—()IT&YEMSINIz LDE 21— —(s)l&, —D D BHEIE A
—LT—20aTAVERERD/INRT—FEZ(TED, AT LDE 1—H—(s)l& GUDID 2RS4
VLTHEATHIENTEDLSICHS.,

The DI module enables LDE users to:
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DI EYa1—/LIZ&2T LDE A—H—(s)l&, FRRETOIENTES:

* Create DI records.

* DI ECER(s)DYERK.

* Save, edit, and manage Draft DI records.

DI EREC)DREF.HE. SLUVEHE,

* Review and validate DI records against system business rules.

s DRATLOERBREG)EBOLEHE T DI EE(s)DIREL_(Review) HKUE B HEFIET,

* Copy Unpublished and Published DI records.
« ROEABFUVLHEAD DI BER()DIE—,

+ Edit and manage Unpublished and Published DI records.
« ROFEBIVLARAEZAHD DI SHFREODHRESLIVEE,

* Search and retrieve ALL attributes of DI records for their assigned Labeler DUNS numbers. Note that this is
different from public search users who can only view attributes indicated “public” in the Data Elements
Reference Table, available on www.fda.gov/udi .

« WHIZEIYHTEN-ZR5— DUNS HFS(s)D DI BEGOETOBREGCDBRERVFEAHL, =
niE www.fda.govudi &Y AFAJEEAL, GUDID T—2EFR(5)BHBYRE (Data Elements Reference
Table)”
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentificatio
1n/GlobalUDIDatabaseGUDID/UCM396592.x1Is) 1Z “ZB8 (public)” &RUI=EH(s)DREIE D A HV AT RE
BINTVVIRRAL—F —(s)EIFERLGDHIEITBET 5.

The next few sections detail the DI record life-cycle functions in GUDID". These include:
COHDEBDE(s)IZ GUDIDY O DI RERSAIH A VLR FED TS, ChISETROMEE
nH5,

* Creating a New DI Record
- #$iLL\ép% DI ECERDIERL.

+ Editing a Draft DI Record
« $% DI sEEHEEDIRE.

* Editing Unpublished or Published DI Records
 ROBEAXIFARFZAD DI L) DHwRE.

* Copying DI Records
DI FEERENIE—,

¥ For detailed information on the accessing and creating DI records in GUDID, please refer to the Global Unique Device
Identification Database (GUDID) User Manual, available at --
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/GlobalUDIDat
abaseGUD ID/UCM396841.pdf

®GUDID IZxLT DI E8k(s)ZERMLI=Y. 7oALY T B0 D F#MERAX, “GUDID 1 —H—-%=a7 )L
(http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/GlobalUDIDat
abaseGUD%20ID/UCM396841.pdf)” #SBNDE.

3.2.1.1.1 Creation of a New DI Record
3.2.1.1.1 B&EDDFHLLY DI BERDIER

When created using the GUDID Web Interface, the DI record life-cycle begins with the creation of a new DI
record, see Figure 4. Draft DI records cannot be submitted via the HL7 SPL submission option. Once
created, a new DI record may be saved as a Draft DI record and Reviewed against the business rules. Based
on the Publish Date, the record would then be promoted to the Unpublished or Published DI record state.
GUDID 9x7 A B —Jx—REFHALTHERSNIIZE. ED DI BEDSATHAIILIE —DDH
LLY DI RESRDEREHICIEESD. B4 SHBDE, DI iE£fk(s)EF HL7 SPL RHEA T avEnL
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TRETHEEHELL, —DOFHLWGEHEAERSNI=L, TNIE—DD DI FEHFEEELLTEEHES
NERBREG)ICD>ESTLIE (Review) Sd, 2 BHICE>T HRERIL. RABFIELBE
DI EHFDKEIZENND,

Figure 4 provides a pictorial representation of the new DI record creation process which is explained below.

UTOX4 T LU DI EBEERTOCREFKTT 3.

Reviewed DI Record

Un-Reviewed DI . Actions Submitted DI _Record = Unpublished or
Record (Review = | BIEFE DI REE~D7T Published DI Record
FAIL) Acions T () IR DI B8 = ROM Tk AHF
SKAREED DI 25k l DI &8
(REE = XM) 7%  Draft DI Record Resave as Publish Date <= today
23%(s) DI FRER= > %&Ilj,r%ftﬁj# ABAR < 2B >
2
kil Published DI
Record
Save Draft ; BBAE DI
Q) < M Edit S8R
EERL Reviewed DI pybreck
Record ublish Date
BEEE DI ARBOFT T
FROEE >7
i, J Create New @
DI Record ;
> % DI 5% > Cancel Submit Putallsh Date ;todqy 3
DR FroeiL {2 2ABAR > HA |
* Unpublished
Labeler Data Entr DI Record
User Y FAIL KRB DI &
LDE a1—#— 9e|55( 8%
Ly Review PASS N Cancel
AL &5 "l Frot

Figure 4: Creating a New DI Record
B4: —DDFLLY DI EEERDIERL

After creating a new DI record, the LDE user may choose to:

—DODHLLY DI 835 ERER.LDE A —H — (I TiE%BIRTA2ENHES,

+ Save the record as Draft DI record.
-DI EREELLTHEREEZTS,

« Cancel creation of a new DI record.

« LU DI RREDIERE F+ /LT B.

» Review DI record to run GUDID business rules

DI iC8%% ££4F (Review) LTGUDID ERBRE()EEITT .

o If the record FAILS business rules, the user can:

o EHEMNMEAREZBESETVAMES, 1 —H—I(F,

= Save as Draft DI record so errors can be fixed at a later time.

- EYHZIDI EREELTHRAL RTIS—()ZIEETES.

= Cancel creation of new DI record.

« 3L DI EEERDERE F+> /L TES,

o If the record PASSES business rules, the user can:

o Eaﬁibiﬁmfﬁi(s)ﬁ,ﬁ:ﬁ?’é L a—H—%

= Resave as Draft DI record.
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DI BBRELL TERAFTED,

= Edit record further; once edited, the record must pass business rules again; it can be saved as Draft
DI record, or edits can be Cancelled.

» SHICSRBREHET DENEEKD., BEZMASEEIEORFEIFE ERREGZHERE
TORENDHD., WELET—5% DI BBRELLTRETINILEREE L AT
5ELTES,

= Cancel creation of new DI record.

» LU DI RBROEREF LT HENHRSD.

= Submit the record to GUDID; the DI record state will be set by the system based on Publish Date.
» 5L#%% GUDID [Z/E4/TE. DI LSRR, BV AT LN LG HEEIZERTET 5.

> Unpublished state means Publish Date > today (i.e, a date in the future).
> ROBRDIRREEF, 248N, HBLYERTHSHLETRY. Bl FHFRDBH)

> Published state means Publish Date <= today (i.e., today or a date in the past).
> DHRBAHDKREEE 280, HBEFIETNLYEITHIZEETRT,

Note that Submitting a DI record to GUDID does not fulfill your GUDID submission requirements. We will

consider you to have complied with the requirements of 21 CFR 830.330 on the date the DI record is saved in
the published state.

—D®M DI i2#%% GUDID IZEHFELT, ENEND GUDID IRHEER()EM®LIZEESILET
[ZHWEIZEETS., FDA [F. %R DI BEALEFRELLTRESAE-HHIZ. £EA. 21 CFR
830.330 €§830.330 UDI 1BE¥RIBHAAZIUT ) BERG)EEFLIZELDEALET,

3.2.1.1.2 Editing a Draft DI Record
32112 —D® DI BHEDEE

As noted above, a new DI record created via the GUDID Web Interface can be saved as Draft DI record®,

which can move to other DI record states after it passes business rules. Draft DI records can be edited and
resaved as Draft DI records.

L#RUF=&SIZ,GUDID DT -4 B—TJ1—RZEHLTERSNIHLLY DI 5REkIT DI GRERE &L
TRETDHENTE EARESEBET DL BID DI FERDKEG)IERTHEMNLES. DI &2
BREG)ITREMNFIRET.DI BLHREGS)ELTHREFTES.

2 Draft DI records cannot be submitted via the HL7 SPL submission option.
DI FRERE(s)IE HL7 SPL 1RHA T av# AL TIRET T &L HRAL,

Figure 5 provides a pictorial representation of editing a Draft DI record, which is explained below.

TEDESTIL. DI EBHREDHEEEZRRT 5.
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Reviewed DI Record
Actions
RELE DI EBBF~OT

Submitted DI Record = Unpublished or
Published DI Record

Edit Draft DI Record

Actions e =
_ > S,an & DI &% = X2 fd I Q7N
. Hoa(s) 1% DI f25 leagiﬁﬁ eSS N b
8 1 ak &
>al(s)
ResDar\a/l?t as Publish Date <= today |
Resave as ELLTHE AFB = 58 [
Draft L ;
FLELTHRE kil Pug:eschoerg DI
i AFF DI
Edit 08k
) Check
Reviewed DI Publish Date
Delete Draft Record ABEBOFT —
EOHIR N HREEF DI o
v SRRORE
Edit Draft
DI Record .
> iz Cancel Submit P“kjll?% gat>e =>:L'|t|(5)|d
DiRE FroiL R’ i
Unpublished
Draft DI Record I?I\RecordE
DI = srw_\l%zim =l

Cancel
Frot

Figure 5: Editing a Draft DI Record
B 5: DI EEEEEDRSE

The LDE user can edit the Draft DI record and:
LDE 1—H—I[% DI iLBREEHRET HEMNTE ZDL,
« Save as Draft again. Recall that Draft DI records can be edited and resaved as drafts an unlimited number of

times.

DI LR EZBRFTSENERS., DI SBHREG)IE FC)DIRETHETLHRAHLT HmE-BR
#FTED,

o A Draft DI record is purged from the system, i.e., permanently removed from GUDID, after 180 days

of inactivity.

0180 (/&) HRE. H5% DI BHREITAEBELLINGITNIE B R TLMSHEIBRESN S, T4
H5HE,GUDID MK AIZERYBERMN LS,

o Each time a Draft DI record is edited, the 180 calendar day clock is reset as shown in the table below.

o DI EEREEZRET HEIZISEROHEMN) VSN BRE—F D (TERSHR).

« Delete the Draft DI record.
- DI RREEHFTED,

« Cancel the edits.
s WMEG)EFr> /L TED,

* Review the Draft DI record to run GUDID business rules. See section 3.2.1.1.1, Creation of New DI Record,

for details of the Review process.
« GUDID ERREG)DEMED AIZ. DI REREL LH (Review) TESD, £L4F (Review) TOERDFH#
HM(s)F. 5 3.2.1.1.1 ED “—DOO#FHLLY DI BEDEM. TSEOIL,

Table 2 below provides an example of how the purge date is reset.

TERORK2 L EDQLSICHIBRBN VSN EHLDHIETRT.
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Primary DI User Action User Action Draft DI Record | Purge Date Comments
Number Date a—H5—1E Edit Date HIxH a4k
F—D &F | 1—F—EX ¥ DI EERERE
= H B
100 December 7, Enter and December 7, June 5, 2013 Draft DI records are
2012 save a DI 2012 2013F6A5H saved in the system
2012%12RH7 record as a 201241287 for 180 calendar days
=] draft via the =] after which the
GUDID Web record is purged
Interface DI ECE%ZE(s)IL180FF
GUDID 2 B, AT LIZER
J-Ah—D FSh. 2 D&, HIFR
I—R%AL. Enbd.
DI FRERE=E
ELTANSE
FURHE
100 December 17, Edit record, December 17, June 15, 2013 Purge date is reset
2012 resave as 2012 201346 H 158 | each time the record
2012412817 | draft via the 20124E12 817 is edited and saved
A GUDIDWeb | H REREHEELTRE
Interface gTAHE LT HIBREA
GUDID 7z JykEhd,
- A253—2
TI—REL.,
FERDIRE.
ELLTER
pca

Table 2: Draft DI Purge Date Examples

£ 2:DI EDOHIBEBEHI(S)

3.2.1.1.3 Editing Published or Unpublished DI Records

3.2.1.1.3 ARFEAXIIFRLE DI RiRDESE

A DI record that has passed all business rules, i.e., is Reviewed and Submitted, automatically moves to
either the Published or Unpublished DI record state based on the Publish Date, as explained earlier.
FtLi=kS12, 2 TOEAEE(ERELE DI 24 (THhb, RISATIELEHTHD) DIKE
(%, 2 A% EICBBMIC2AREAELIEIERLBEOWLT A DIKEITEE T 5.

Published and Unpublished DI records can be edited as follows:
BREAFEABIVCRBEFD DI FERH)ITREDBEYVIREFTRETHD.

* Unpublished DI records can be edited an unlimited number of times and all attributes may be edited,;
however, once edited, the record must go through Review and pass business rules again.

« XD DI

FLER() T IRERBIHIRO L BIE) T ETHRETE D,

BRAESZEBRELTWSEZEE A (Review) LESTIXLMFALY,

BL. &R, TDREM,

* The extent of editing on a Published DI record is determined by the Grace Period, which starts the day after
the DI record is published and ends after 7 calendar days. As explained earlier in the document:

o BIRLI=&SI2, RBFEAD DI REOEEORE L BMFHMICL>TREY, T HARKIL. DI 2%
DARBENGTBERRETTHD.

= within- the-grace period, all attributes, except Publish Date can be edited.
- BFHAR I 2 AU DRE(s)IFE THIREFTHE.

= after-the-grace-period, editing will be limited.

- PR TR WmEEFIRSN D,

» New DI trigger attributes cannot be edited; these are attributes, which when changed, no longer
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represent the same device and would require a new DI.
> FLLY DI ORA—BHE@G)IEHETELGL. EEITIHIEINLDEMG)FRCHSFER
TEDTIIELRY, HLLDINDBEIZRED,

» Certain attributes will have limited editing capability.
> WO DREM() I TIREMEENFIRSN D &S,

» See the GUDID Data Elements Reference Table, available on www.fda.gov/udi , for edit rules
for all attributes.

> WP TROEBMEG)DImEIL—IL(s)IX, www.fda.gov/udi (ZTAFATRERL,
GUDID T—#E%(s)ZH!) XL (GUDID Data Elements Reference Table)
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDevicel
dentification/GlobalUDIDatabaseGUDID/UCM396592 xls) Z#SHEEMDE,

Table 3 below illustrates the Grace Period concept via an example.

FTRORITHEEF RS RO LT ERHET 5.
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Primary | User/Syste | User/System Publish Grace Grace Comments
DI m Action Action Date Period Period End | A2k
Number | Date d1—H—/RF | 2FA Start Date | Date
¥F— Dl | A—Y—/ | LIEZE WMFEARM | BT EARRR
5= AT LE Fita H TH
3=
100 July 19, Create a new DI July 29, N/A N/A Unpublished record,
2013 record, pass 2013 EZA={® ZuiL grace period does
2013478 | business rules; 201347 not begin until the
198 save. HB29H record is published
#:LL DI BB8RE EAFADIERTH
ERL ERRE Y, seEA S h
(s)x=mEL. RTF. 5FETIIIHEFHIME
[FIRFELELY,
100 July 23, Edit record, July 25, N/A N/A Unpublished record,
2013 change publish 2013 B4 B0 grace period does
2013478 | date 201347 not begin until the
238 SLERDIRE. A | B2sA record is published
AZLEE EXAFADEERTH
DR > VNP Y ()
HETIENEFHAM
[FIRFELLELY,
100 July 24, GUDID nightly July 25, July 26, August 1,
2013 system process 2013 2013 2013,
2013478 publishes the 201347 201347 11:59PM
24H record A25H H26H 20134 8H1
GUDID D&M H11:59PM
ATL-TAtR
MECERE L.
100 July 27, Edit New DI trigger | July 25, July 26, August 1, Once published,
2013 attribute within 2013 2013 2013, grace period does
2013478 | grace period, 201347 201347 11:59PM not reset
27H check that device | H25H H26H 201348 A1 | ARRIL BT HA
is combination H11:59PM | XU EvRENE
product Ly,
WP HRRI<ZL
L ol MJA—E
MEimE. e
MNavER—T3
- 7aFIrTH
BHTEEER,
100 August 2, Attempts to edita | July 25, July 26, August 1, New DI trigger
2013 New DI trigger 2013 2013 2013, attributes CANNOT
20134 8H | attribute, Version | 20134E7 201347 11:59PM be edited after
28 or Model Number, | B25H H26H 201348H1 | grace period ends
but can not H11:59PM | JEFHARR T&IE
LU DI KA LWL DI RYH—

—E. =3
.35 LEETIV
BESDHwEZEHA
HBD, TELLY,

B DFEELT
=750,

Table 3: Grace Period Example

R®3: BRI DA

In addition to editing Draft DI records as explained in Section 3.2.1.1.2, the LDE user can edit Unpublished or

Published DI records and:
LDE a—H—I[&. % 3.2.1.1. &iTiHBAL DI

? DI EEFx()BmMETE. TN L:
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* Review the edited DI record to run GUDID business rules. See Section 3.2.1.1.1 above on Creation of a New
DI Record for details of the Review process.

« GUDID :BRREGS)EZRITT H-OICHREFD DI 5Lik% #£4F (Review) TED, #R4F (Review) 7
Ot XDOFMG)L ATHDE 3.2.1.1.1 & “—DO0HLLY DI BEDER. FSEOIL.

 Cancel the edits.
s MEGC) T F+>E)TED,

Figure 6 provides a pictorial representation of editing an Unpublished or a Published DI record.

6 TIX RLFABLLLIILFFEAD DI RREDHERZRERT S,

Reviewed DI Record

Actions Submitted DI Record = Unpublished or
BIEF DI BREEADT Published DI Record
232(s) REF DI 8% = RO F=E& 2FF
DI Record State I DI REsk
DI S2sRikEE , Edit Publish Date <= today
Reviewed DI ABIR = =R [~
[ . l____PASS j Record j
™ e & BEEF DI Published DI
) REROESE Record
| . ’Aﬁfﬁiﬁ DI
Unpublished DI Check B
Record . Publish Date
R/\B DI FR8R FAIL > submit [ Y ABBOFI
KB = p7
Edit DI l
Record
| DI & Publish Date > today
goW | > S oo ABR > %8 >
\ & ance J
\ FrotL Unpublished
\\ \\ A DI Record
Published D\ \ | B DI FE
Record B

\
ABIE DI RS N _
\ Wihtin Grace Period, all attributes, except Publish Date are editable
\\ | BT R R . 2B B LS O 2 EE(S)D IRE R RE
\I[ A_\ft_er Grace Period, New DI Trigger attributes cannot be edited
| BFHR% I HLLY DI QYA —BIE(S) S RETERN

Figure 6: Editing an Unpublished or a Published DI Record
B6: RABMHLLITABFZFADI RBEOWE

There is a key difference between editing a Draft DI record and editing an Unpublished or a Published
DI record:

DI SREEEDIREL RARABLILBEEHD DI EEDBEIIREELH>TNS.

» after editing a Draft DI record, it can be resaved as a Draft DI record.

DI SEERE(S#RER. DI sSLBRELLTHREFTES.

» after editing an Unpublished or a Published DI record, the record CANNOT be saved as a Draft DI record,;
the record has to pass business rules. The record must be Reviewed and Submitted or the edits will be
cancelled.

« RARLLILFAFZADI ik wERIE DI BEREELTRET HCEETELL. FORHF

BRRE()EMEIBRTNIENTEL BIE LT DRELNSHY., ZITHITNIE RmES)EFr>
TILT B,

All edits to Unpublished and Published DI records are logged in GUDID. LDE users may view the following
information about the history of a DI record via the GUDID Web Interface — Edit Date, Edit Time and Name
of the user who edited the DI record; for submissions edited via the HL7 SPL submission option, user is noted
as “SPL User”. Details of which attributes were edited are presently not exposed and therefore not viewable
by users. DI record history information is not exposed to public users of GUDID when a record is retrieved
via GUDID Public Search.

ARSIV LEFE DI BBERG)IXT L2 TOHEG)IE. GUDID I2AST MN5%EEINS, LDE 1—H—
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(s)lF. %% DI ELEDEBEEFR HR DI ELEEHmEL-. GBEB BERESIVCEEER) %.
GUDID 2z AV B—Jx—RENLTHEETES, F71- HL7 SPL RHEA T av L THR&ELIRH(s)
THL—H—IL “SPL A—H—" LLTREHIND, EDOREME()DRESNI=NIZEET H5EM(s) TR
KTIFBRSN TGN 2O, A—F— ()BT HI LT KA, DI LA GUDID /XTYyIik
FHEBLTHEAHSNDBRIC DI SFREREERIEL GUDID O—AE1—H—(s)ITARAEINAL,

GUDID offers two DI record submission options, the GUDID Web Interface and the HL7 SPL submission
option. Entering a record via one option and editing via another option allows for the possibility of
inconsistencies between the labeler’s source data and GUDID data. Therefore, for all edits to a DI record,
we recommend you use the same submission option you used to initially create and submit the DI record to
GUDID. The labeler is responsible for developing and maintaining SOPs for data quality and data integrity
with respect to GUDID submissions.

GUDID @ DI HAXIZIX.GUDID D7 A A—Jx—XE KU HL7 SPL ZHEA T3> (s)D2
D2HHBH, ELLIDFTLar T —D2DRFEANL MDA TLar THRELHE, GUDID 7
—REGRF—DORT—EBITF—HNELI BN HD. £>T.E£TH DI FEHFIEE(s)ITHL
T.#i#RIC L5 DI iL#kE GUDID [SHL T ERUIRE T ARRICERALEAToavIcTREY 5F
EHRTD, HEINT—IX. GUDID RE@G)IZHY. T—2RESIUVESHEERTH-HD,

SOPs (Standard Operating Procedure: #Z2#E) #/EL. HETLERTHEEZH->TLS,

3.2.1.1.4 Copying DI Records
3.2.1.2.4 EHFOIE—

Unpublished and Published DI records can be copied while using the GUDID Web Interface, however Draft
DI records cannot.

KOS LUV RRFAD DI i28k(s)IE.GUDID 91T A 8—Jx—RZFRALTOIAE—IETESM,
DI FERES)IEIE—TEMAL,

» The GUDID Web Interface DI record “Copy” function enables the user to copy all attributes of a DI record
to a new DI record, except for the Primary DI number" and package information. This enables the user to
reduce data entry time.

« 35 GUDID MOz -AV%—Jx—R DI itk “IE— #EEIckY. H5 DI fLiED.E— DI &
BB LVIRAERERL -2 TOBME(SE fOFHLL DI BFICIE—TES, hISEY, 21—
—[FT =R ANRRFEH I TES,

* A copied record begins as a Draft DI record and must pass business rules to be promoted to other DI record
states.

« JE—L7-E8IE DI RBEEELLTELVESD MthdD DI FEERDIKES)ITER T H-OICITLERRE(S)
EilmR SR NIEESE,

Figure 7 provides a pictorial representation of the Copy functionality in GUDID as explained below.
7 TIETFRD&SIZ GUDID O IE—HREFRERT B,

2! Primary DI Number is the Device Identifier on the base package of a medical device.

“%E— DI BEEIE —DOERMBOEE LICAHINOBBREAF THD.

41/62



Contains Nonbinding Recommendations 2 #/ D7l Vi 2Z

- Reviewed DI Record
Copied DI Record Actions Submitted DI Record = Unpublished or
1 Actions 3 = Published DI Record
Copy Eligible DI . > REEF DI BHRA~OT . 1
Re(r:)grd ; AE—% DI GEEHO ’ H5232(s) RHF DI 28k = ROK F(F 2BF
#E% DI R T7234(s) DI FE8%
naE— —> <4—— Resaveas Publish Date <= today
Draft 4BAE = %@ [ >
Dy A SaDvef?s 4| Draft DI Record %tL’;ﬁﬁ S
L e DI =343 i Published DI
ELLTRE i Record
| ' 4B DI
Unpublished DI Edit Check 0%
Record Copy _| Reviewed DI Publish Date
RO DI ECEk R DI d IN Cancel End Record AFBOFT [
H{ necord b ot ®T RILF DI WY
DI & vl RROEE
E24/0] RBHES
E—
Publish Date > today
FALL AR > 8 ™
KB N Submit i
| -] iR Unpublished
DI Record
Published DI IN Review PASS */AEFZ%DI iC
Record T =
ABFE DI ik
Cancel
Froel

Figure 7: Copying DI Records
7: DI EEEEOIE—

The LDE user can Copy Unpublished and Published DI records and:
LDE A—H—IIX BB LUV LBHEHAD DI Lk FIE—TE, FD L,

« Save as a Draft DI record. Recall that the copied DI record begins as a Draft DI record and follows the DI
record life-cycle to move to other DI record states.

-Dl FZIREFLELTRFTES, mAHLTIE—LTz DI 8kl DI REFEELLY. DI EBFES1THAY
JVIZHEST D DI EEERDKE(S)IZHET 5.

« Cancel the copy action; the new DI record would not be saved in GUDID.
c AE—EEEF > /L TED, TOMRFHLL DI G2E(E GUDID ITREFSNALN,

* Review the Copied DI record against GUDID business rules. See Section 3.2.1.1.1 above on Creation of a
New DI Record for details of the Review process.

« aE—E#DI it$k% GUDID ERAMREG)ZEBLLEHE TEI (Review) 5, £ (Review) 7
OFADEM(s)IE. E3.2.1.2.18 “—DD#FHLLY DI ZEHEDERm. ZSHE.

3.2.2 HL7 SPL Submission
3.22 HL7SPL #H

The HL7 SPL Submission option enables companies to electronically submit device information one DI
record at a time as an HL7 SPL xml file via the FDA ESG. For detailed technical specifications on HL7 SPL
submission option, please refer to the GUDID HL7 SPL Implementation Files, available at
http://www.fda.gov/udi .

2 (s)[&, HL7 SPL 1212 KY), B3 EFEHRB U —DD DI §E#k% HL7 SPL xml 774 J)LEL T, FDA ESG
ENLT—IETRHETES. HL7 SPL RH BT S EMHEAR(s) D FFMISL, hitp://www.fda.gov/udi D
GUDID HL7 SPL Implementation Files
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/
GlobalUDIDatabaseGUDID/UCM376009.zip) #BBNDI &,

Companies that choose the HL7 SPL submission option would need to do the following:
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HL7 SPL {2 HHZEIRLI- X ()T TREERTILELHD.

* Establish a GUDID account. See Section 3.1.1 for details.
«GUDID 7ADUREE, FHM(9)EE 3.1.1 BiZSRDIL,

o Coordinator and Labeler Data Entry user roles are optional for HL7 SPL submissions since
submissions are sent as XML files. However, if labelers choose to have Coordinator and LDE users,
they may do so.

o IRH(s)AY XML 74 IL(s)ISTITHhNST=8.HL7 SPL IRHEGS)ICBLT. O—T4R—32—8&LU
SARS5—-F—BAH (LDE) 1—H—&E|s)lE. AT ThD, FEL.SAS—()Ma—TF1
F—A—B LU LDE 1—H—(5)Z DI EEBIRL-BIL BONENEZITTES,

* Use the FDA ESG to submit HL7 SPL files.
« FDA ESG %L T HL7 SPLZ7AIL(s)ZIRE T 5.

o Complete ESG account establishment and testing process. Visit www.fda.gov/esg for more
information.

0ESG 7HYIUMELERABTOERZR T IS, FHHMlE www.fda.gov/esg,

* Once GUDID and ESG accounts are established, companies would be required to complete GUDID testing
prior to production submissions. Detailed information on testing requirements/process is available as part of
the GUDID HL7 SPL Implementation Files on http://www.fda.gov/udi

« %)X, GUDID 7hHUbE ESG 7HOU M) B %, ERXEHRIZE()DAIIZ GUDID HEE%F
SETIHIENKRDOND, RERDEHE)/TOEADEEMIERIF, GUDID HL7 SPL Implementation
Files ®—&R&L T, http:/www.fda.gov/udi &Y AFTED,
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentificatio
n/GlobalUDIDatabaseGUDID/UCM376009.zip)

» Companies may choose to use third-party submitters to submit device information on their behalf. Please
review Section 3.1.1 for more information on using a third-party to submit device information to GUDID.
o BEE)IHBERORBICE=ZZFDREEGOERDYISERT H5ENTES, GUDID ~DHER
FHIRHICE=EZFERATIREE 3.1.1 HzEESROE.

o We are enabling third-parties to test their GUDID HL7 SPL submission solution by providing them
with test GUDID accounts. Labelers using third-parties who may have completed testing must still
complete the test scenarios listed as part of the GUDID HL7 SPL Implementation Files prior to moving
to production GUDID HL7 SPL submissions.

o FDA (X, BE=F()ITLT. TAMA GUDID 7AD UM s)ERELT, 50 GUDID HL7 SPL
REAHEDLIIZT S, IANT—E)NF TAMETETLTWASTHAIEZE()ZERTHHEART
H-oTH, W& GUDID HL7 SPL #2Hi(s)IZ#& HIZ, GUDID HL7 SPL Implementation Files 0D—
BELTIRMENDT ARV FUA(s)&TE T LIEKTIELFARLY,

3.2.3 Search/Retrieval of Device Information

3.2.3 HBBFHWOBRE /| HAHAHL

The GUDID Search and Retrieval module would enable public users, i.e., consumers, health-care providers,
hospital systems, to access published GUDID data. Published data would include all DI record attributes with
a few exceptions such as: Labeler DUNS Number, Company Physical Address, GMDN Preferred Term Code,
FDA Listing Number, etc. Please see the GUDID Data Elements Reference Table, available on
www.fda.gov/udi for a list of attributes that are not released to the public.

GUDID D#ERRUVHRAELED 21— T—RI—Y—() CHEEG) ANILRT T -H—ERRH#EG). K
BRL AT L(s)) [ERFFHD GUDID T—RIT7VERATESLIITHS. LBHEEHDT—RIZE INT
— DUNS &S £EDEBREDEFT. GMDN EAFE (PT) O—F FDA YRTAV I BBRELRDT—4
Z< DI ETROBHEGSVNEENTLS, —RICEABRSN TULEWEMS(S)IZRL T, www.fda.gov/udi
TAFTESD GUDID T—2EHR(s)Z M) AL (GUDID Data Elements Reference Table) S BN &,
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/
GlobalUDIDatabaseGUDID/UCM396592.x1s)

During the initial implementation, GUDID Public Search will be temporarily disabled until a
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meaningful dataset of DI records have been created.
DI ZZER(S) DEBDHET—S 2 FHTERSNEE TDIL S _LIFHE#I% GUDID VI v OIEZE I &
AGVKEEIZDH B,

As indicated earlier, there would be two Search and Retrieval options available in GUDID:

AR LT=&3IZ.GUDID [CIEEEBERVHEAELAEG)D 2 DH 5.

» Search and retrieval of device information via the Web Interface

« 91T AV BT —RENLI-HBEBRORRRVBEAHL.

* System to system search and retrieval

o AT L\ (System to system) HRERRUFHAHL,
Please note that GUDID accounts are not necessary for search or retrieval of published information.
NHRFEHDFRDRFEALH HO—FR(Z[X GUDID 7HIOURS)BNBELRNWEICEBET S,
3.2.3.1 GUDID Web Interface Search and Retrieval
3.231GUDID xT-42A—T1—RIZLIRFRUHEAHL

The GUDID Web Interface search and retrieval module would provide the ability to:
GUDID 917 A 3—J1—R(LHBREBERUVFEAHLED 2 —ILICIT T EEDHEEN HEHO TS,

* Search published GUDID data
« 2FAFEAHDGUDIDT—2DIRE

* View results

« BRODEE

* Export results as xml files

« #ER@S)E xml T7MILG)IZTHIRR—F

Two search options are available via the GUDID Web Interface:

GUDID 927 -2 8—J1—RTlE 2 DDBREHk(s) b FIAARETHS.

* Quick Search — allows search on the following attributes: Device Identifier, Company Name, Brand Name,
GMDN Preferred Term Name and Model Number.

« DAVIRFE - BBRFBAF D). XL . JS5UFA.GUDID EXERESLUVETILEEDEMEG)T
BETES,

» Advanced Search — allows search on additional GUDID attributes.
« PRIV ARRFE — BIND GUDID BiE(s) TRETES.

3.2.3.2 GUDID System to System Search and Retrieval
3.2.3.2GUDID ML AT LRE (System to System) HBERUFAHL

We plan to make available all published GUDID data as download files. Additionally, we also plan to make
available basic web service functionality. Additional information on both these capabilities will be provided
on the UDI webpage when available.

FDA (X, £TOH4TH GUDID T—42%4 9V O—KRABEI7MIL()ELTHEBT I FTETHD. Fi-.
FDA (F BEXDIT -H—EREED, ER T HFEICLTLS, D2 DDHEES)ICET SEMDIE
T, EFTERE, 5% UDI Dz TIR—VICTRHESND,
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4 GUDID Submissions and 21 CFR 11 Requirements
4 GUDID RH()B&U 21 CFR 11 (BFRERE) BEFEEL()) ITLPER
(s)

There are two requirements necessary for Part 11 applicability:

21 CFR Part 11 {EBFECEX(). EFER()) FEEDAIZ, LLT2DNDERG)MNHS:

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

1) FDA [ZIRET 5. HHWELHFE TS WERTFRAIZHKLY) BRI RTHHELE(G)

2) Records that are kept in electronic format, as opposed to paper

2) TG BFHT+—I VP TRINDECER().

Labelers should become familiar with all the requirements of 21 CFR 11 and the Guidance document (Part 11
Electronic Records; Electronic Signatures — Scope and Application, which can be found at:
http://www.fda.gov/downloads/Regulatorylnformation/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.

SARS—(s)[E.21 CFR 11 BEWE 11 #& (Part 11) ORABMNESITHRETIN TULARE I, BIZHALE
EFETHHEEL, = EFIRICERG)SNSEB(ZHABEICLTWS AIF VR -FFatvh (8 11
& (Part 11) BEFRRG). BFER() - BREHESLVER. UTTAFHEE:
http://www.fda.gov/downloads/Regulatorylnformation/Guidances/ucm125125.pdf)
DEEKRICHEBETIENEZFELL, ZTOHAZUR - RF21AVMERL(ZHTZY, GERTIREI (predicate
rule) [X,78 FR 58786 F1zI&.UDI iRAILERETIILRLY,

All submitters — must retain records in accordance with 21 CFR 830.360. If those records are kept
electronically, part 11 applies. However, a record that is not itself submitted, but is used in generating a
submission, is not a part 11 record. That is, a record developed to collect all the data elements required to
be entered into a device record via the GUDID web user interface, is not subject to part 11 requirements.

2THDIREE(G) - 21 CFR 830.360 (SRS—HMfEFT HELER(G)) ITHHO T RBBRC)EZRETHEBEID
b5, INLDEREFCMDEFHIZRESNDIDTHNIEL E 11 & (Part 11) (BFEERG). EFESA(©S))
MNEREIND, LHLELAL. ZNB S, RHFShEVLA IREEERICERAINSELEE. F 11 KL
XTIy, DFY,HE GUDID D7 -A—H— A UA—TJ1—RENLT. HAIRLHICANTS
EEBERINDZETOTAEERGC)ZINETEHEDICERSNEZ—DODREIE.FE 11 HBERGCOAR
TlEL,

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 1ZHi#(s) - 21 CFR 830.360 (SRS —AMFFT DEEER()) IR TRERG)EMIF I IEHLHY.
FDA [CIRHELI-2TORB)ERK LMD, HL7SPL FEE 5 11 #F (Part 11) FR(s)ITERLT
WAIEMWZE, GUDID SPL RHIC(F BAZMELELLG =6, EFES(s) (21 CFR 11 Subpart C)
[THHMELT=58 11 #& (Part11) EXR()IFBEAINAGL, EFERABFERET OHILIIRAELERL
HWE, TIOALEHER ZEFLEDRTIOITLETHY.GUDID #EL FDAESG ~DETH
RE@G)ISHLTERSNS.

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 RHIM—E GUDID [TRLTHEMEIZBITOANIE, SAS—@)E VT -124—T1—RXEHrL
TT—RERCDEAELHRENTES., NIE.GUDID T—42&E SPL N LTIRESINFZIRZ—0D
V=R T—EEDRIVYBIFECEZHETT D, AT AEEFOT 2R EHFENOT—
SEEDEHITEESE (SOPs) ZEBMLEITIHEMNEELLY,
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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.

E=ZBTHIIREEG)Y/Ya—aVigEi(s)- ChiBlE FDA [ZXLT.UDI F=(& % 11 D%
HERG)ZEBRBIEAIEICEHEEZEH-ALY, 21 CFR 830.360 (SAS—H#IFT H508k(s)) DEER(G)
ER(S)BEU. 21 CFR 11 (BEFRERG). BEFERG)) DERCEFBESEDIEF IRS— (FET
—ADAEE) OFEMNEREHETHD., INT—LEE=ZBTHHIREEHDIZHNLEIZ.FDA [$BE 5

L%,

5 Conclusion

5 $#HR

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.

AREFAAVMNIBETE CTERICHEINDEI AT LDEENEZNANAT,GUDID [ZEET 2EHEIZH
T5EDTHD. GUDID DiIE(S)BIUVTYTITL—RE)DFRIESNB1=80. FDAIZL AT LDEE(s)
KO- IZFEERICE#HEITD.
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Appendix A — GUDID Package Information Examples”

B A-GUDID DOHRaEERHI>

The examples below illustrate how package information is entered into the GUDID along with attribute
values pertinent to packages.

RE)IBET DRMEMEs) R WEFEHRE GUDID ITANTHAEETRICHET S,

EXAMPLE 1: UNIT OF USE DI + ONE PACKAGE LEVEL
#I: @EF#E 7 DI (UNIT OF USE DI) + 1#F&L~N)L

The figure below provides a package configuration example for GUDID where the medical device has Unit
of Use DI Number and one package level.

THIZ EEMEIFICFERES DI & 1 RELNILAGFEETSEED GUDID OEERERETRT.

Box of 100 single use blood collection tubes with the Primary DI 20001 and Device Count = 100.
. %’ DI %% 20001 THFAYH = 100 DEEFERFIMEs) 100 KAYDFE

o Note that the tubes themselves do not have the DI on them as they fall under the general exception for
individual single use device under 801.30 (a) (3). Each tube however, gets a virtual Unit of Use DI
assigned, and in this case, 10001.

0801.30 (a) 3) (H4BR(Cxtd S UDI BEFERAD—AEBRIN ()Y (TRE-ST (BRI DB [BfF AR —
BEBROM D FEEIN DT FEIME()ZTDHD(s)IZIE DI BN EITBET S, LHLENS &
RMEICIXRENG £FELZ DI NEYETONTEY, COFEIEX 10001 &35,

* Case of 8 boxes (800 total), with Package DI 30001 (contains 8 of Primary DI 20001), Quantity per
Package = 8.

o #E DI A 30001 @ 8 FEAYDT—R (BEHT 800) (BE— DI20001 % 8 HfI&EL), MHEH(T
CEDAYH = 8

« Package Discontinue Date is blank, therefore system auto-populates Package Status to “In Commercial
Distribution.”

« WEFUAZTSVY, HO>TIVATLANFEREE “BERETR" CABHIZERET S,

Package 30001 inherits all attribute values of base package 20001, except for the attributes specific to 30001
such as Quantity per Package, as shown in the table below.

B 30001 [ LLTFORISRIBEBECMSEDAYRGE 30001 ITHBEDORBMEG)EZRE EERED
20001 DEMES)ETESIE#S,

Base Package is the

lowest level of a Package Configurations of the Base Package
medical device' _ EEEDORaREE®S)
package containing a
full UDI . . . .
sworwiate | Biixe gy | oaged  Eia oo
ﬁﬁw%l DI = ?Eﬁﬁ%ﬁ%m@,@rd\ 30001D| B values, except for attributes
20001 BRTHAS, specific to the particular package
REDHTITHELRE(S)ERE.
ﬂEl REBRESEZS IERVERE
R RE(s)
< —

Unit of Use DI .
{EFREALL DI = 10001

Box of Plastic

Blood Collection Tubes Contains 10 units of Base Package DI 20001
Device Count = 100 Quantity per package = 8
FSRT A DE DI 20001 OfE%%.10 AL
FEmE HWaH=YDAVH =8
HERAYE=100
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Base Package

EE e
Primary Device Identifier Device Count Unit of Use DI
FE—BIFEAF (D) BBRAYE {E FAEIDI
20001 100 10001
Package DI
#a DI
Package DI | Quantity per Package Contains DI Package Package Package Status
WE b | HEBEAIEDAYE | Package Type Discontinue Date | HRE D IKHEE
SA8HE o | HE%407 | BE4iER
Case In Commercial
30001 8 20001 b—2 Distribution
B GER

Figure 1: GUDID Package Configuration Example 1
E1: GUDID #EamrEsl 1

%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.

Z2TORDHRTHEALTLDHEBHANFC)ITIEEZDENTHSD. DI HS(s)ITET . FDA EBALERITHEG)D
EFEGTA—<UME “FDA Ra[FHITHEID UDI I4+—<vhk(s) (UDI Formats by FDA Accredited Issuing Agency)”
(FERH5A C 3B, www.fdagovudi ICTAFREE) SEOE,

EXAMPLE 2: DI ON INDIVIDUAL DEVICE +MULTIPLE PACKAGE LEVELS
wR: EEEED DI+ T/ILFHFELAN)L

The figure below provides a package configuration example for GUDID where the DI is on the individual
device with two package levels.

TERIZT,DI AMERIEEMKRS. F=. TD LD 2 FEBEORBALANILG)IZFESNTZHED,GUDID @
WaREfZERY.

* Catheter, 12 Fr, each with Primary DI 1001 and Device Count = 1.
« £— DI 271001 THFEAYEH =1 O 12Fr hT—TL,

* Box of 30 catheters with Package DI 2001 (contains 30 of Primary DI 1001).
« #H& D12001 T, LEAT—TIL(s)30 RAYDFE (F— DI 1001 & 30 KED).

* Case of 12 boxes (540 catheters), with Package DI 3001 (contains 12 of Package DI 2001).
o #F4 DI130001 T 12 EDOLEFFE (540 DAT—TIL(s) AYDLT—X (4 DI2001 % 12 F§
20).

* Box of 50 catheters with Package DI 2002 (contains 50 of Primary DI 1001).
o & DI12002 T, LEBAT—TIL(s) 50 KRAYDFE (F— DI 1001 & 50 KED),

« Package Discontinue Date is blank, therefore system auto-populates Package Status to “In Commercial
Distribution.”

« HEFUHRIZTZ52Y, #>TIRTLNFENKF: “HamREP CEBBMITRET S,

Package 2001, 3001 and 2002 inherit all attribute values of base package 1001, except for the attributes
specific to each package, as shown in the table below.

HE 2001,3001 & 2002 (&, FRISRY KO, FRBEMIFRAGBEEG)ERE EE 1001 O
ETOREMEZSIEHC,
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Base Package is the

lowest level of a Package Configurations of the Base Package
medical device BEEOBIMRE(S)
package containing a
full UDI Package DI #f& DI = 2001
B T2 UDI &5 Pl
DEREFBEDOR/N =
BHTHA. > ==
B
B Pack Catheter, 12 Fr, Box of 30 Contains
EllDSriem:r(;/ S?e 30 units of Base Package DI 1001
Quantity per package = 30 .
EEOE— DI= HF7—7 U, 12 Fr, 30 B AYFEL DI Catheter, 12 Fr, Box of 540 Contains
1001 1001 DE%EZE.30 EEL - e =
; ARC O = Quantity per package = 12
BasfYOAYEH =30 HF—FIL. 12 Fr.540 BAYA—>
[£.D12001 O#RA%E, 12 EEL
Package DI #& DI =2002 HaL-YDAYE =540
iw\] I Package Configurations inherit the
> o~ Base Package device attribute

| values, except for attributes

-

Catheter, 12 Fr, B'c‘)x of 50 Contains S[DBEITE 12/ 110E PRUTEIED [FRIE 0

30 units of Base Package DI 1001 HEDOHAIHHLERIL(S)ERE,
Catheter, 12 Fr, 1 each Quantity per package = 50 B EEEZS IS RE
Device Count = 1 HTF—TIL. 12 Fr.50 AYEE(E. DI HAEO)
HTF—FIL12Fr & 1@ 1001 M{E%%.50 EEL
HEEAYUH =1 WEH-YDAYE =50
Base Package
B
Primary Device Identifier Device Count
E— IR F BEBAYE
1001 1
Package DI
5 DI
Package DI Quantity per Contains DI Package Type Package Package Status
#E bl Package Package #W&a%47 | Discontinue Date Ranikae
WaEFGTLED | SSHE DI #HadikR
AV
In Commercial
Box e
2001 30 1001 5 Distribution
§ B RET
Case In Commercial
3001 12 2001 b—= Distribution
dER B
In Commercial
Box T
2002 50 1001 e Distribution
i S RET

Figure 2: Package Configuration Example 2

X2: B 2
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Appendix B — GUDID Data Elements Reference Table
GUDID T—4EX%(s)ZRI Ak (GUDID Data Elements
Reference Table)
{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationa
ndGuidance/UniqueDeviceldentification/GlobalUDIDatabaseGUDI
D/UCM396592.xls)

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

GUDID D £!')AME, (www.fda.gov/udi) TAF TESH,.GUDID T—H2EFR()SHEI AL (GUDID Data
Elements Reference Table)

{http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/
GlobalUDIDatabaseGUDID/UCM396592.x1s) %589 5.

50/62



Contains Nonbinding Recommendations 2% #/ 7 D7l 4

Appendix C — UDI Formats by FDA Accredited Issuing Agency
BB C- FHITHEIRI UDI 4—=Yk(s)

For information on UDI Formats by FDA Accredited Issuing Agency, please visit www.fda.gov/udi

FDA EBulFHITHENIZ&S UDI 74— VbE)IE#RIE, (www.fda.gov/udi) Hid> AFATHE,
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Device Label

AR D- REEEBERINIVITTRENT- GUDID E(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.

£<{M GUDID T—2BMHEG)IPEEEIRZINILIZRTENS, GUDID BHENEEREB[IRT / SN

J:I‘ﬁ‘?éh%)i% .GUDID [TRELT={E)IETNIL EDEE—BLTULEITRIEESEEL,

[CIREEEBEIZINILERL INILED GUDID T—42EM()EHATT 5.

X D1

Brand Name

TIUR4

GMDN
Description
GMDN DEE

> CompuHyper GlobalMed®

Ultra Implantable ™

—

“ﬂ Fictitious Medical Device '

Catalog Number
HhEnyES

N

Production
Identifier:
Lot Number
BB T
AvrES

‘( 123456 )

USE BY:

Size
AR

L —

Production
Identifier:
Expiration Date
BB F
ERAAR

2020-01-01 QTY 1EA

2.25mm x 8 mm

12345673)

For Single Use
HEER

DO NOT USE IF
PACKAGE IS
SINGLE USE DAMAGED UPPER
N LIMIT OF
wan Fﬁﬁéh TEMPERATURE

Labeler Name &
Labeler Physical
Address
INT—B &
EROERT

TSR
(] Manutactirer

W&
CompuHyper GlobalMed
123 Technology Dr.
Somewhere, XX 00000

MedDevFront UK
Somewhereshiro
XX12 3XX UK

600.555.1234 (USA)
555.555.1234 (All Others)
www.chgm.com

ITRIT A L9407 . JHETIINAY

)
) T

www.mot.co.uk

I KEEP DRY}\

\

Device Count

HBRAYEK

N

4 ‘

Unique Device Identifier (DI & PI)
B F (ERENTF & BLEHRF)

Support Contact Information
R~ BOER

Figure D1: GUDID Attributes Mapped to a Fictitious Medical Device Label
ED1: RABEEBIBSINILIZRENT- GUDID BHE(S)

Storage and
Handling
BRERUERY
TNEH

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.

AE: LEPO GMDN (& BERBE#M()RATERALTINS, GMDN EAXFE PT) HMBLVERT #B/INILEIC
RRSNHEITEL,
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Abbreviations & Acronyms

BREE(S)& BEFEE(S)

Term

Description

Dl

Device Identifier

MR F

D&B

Dun & Bradstreet

BT URTSYRARN)—k

{D&B (Dun and Bradstreet Corporation/4 > 7R ITSyRAR)—bk) (KE-—21—3
— &G LI5) 1S3 FERIXE. KEICE-> T EEABRFRETHIHIDY
—TAVTHAVIN=—TY, D&BDEWHRLET—IN—RFBE2(E2,9987
408014 . D&BIEZ DR ET —EIN—RETITHRIFLE RS EI—FIDUNSF /3 —]
ZRHELTHY. INEF—O—RELTVRIBEITBERY. BE- I T427
PEHEIABTED-ODOEEFRERHELTCVET, HRI0BHULEDTO—N
IWEEMND&BDIRM T HFEREEBL BEECLEAL EDRRN— F—LED
SOERMEEEELTEY. [http://www.tsr-net.co.jp/company/partner/])

DUNS

Data Universal Numbering System

ARATHBESHITVRATLA

ESG

FDA Electronic Submissions Gateway

FDABFIRES —bD A

GMDN

Global Medical Device Nomenclature

EREFDOERMG A A

GUDID

Global Unique Device Identification Database

70—\ LR EEEN T —2—X

HCT/P

Human Cell, Tissue or Cellular or Tissue-Based Product

E AR, AR A8 X I HERE - AR R R S

FDA

Food and Drug Administration

AEERREERRF

FDAAA

FDA Amendments Act
FDA E %

FDASIA

FDA Safety and Innovation Act
FDARERUA/RN—avik

HL7

Health Level 7
NIRRT

Pl

Production Identifier

WEHHIT

GMDN PT

GMDN Preferred Term
GMDNZE A EE

SPL

Structured Product Labeling
BEERGINL

uDlI

Unique Device Identifier

PR B A F
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Glossary
= =F=
FEEDESE
Term FAEE Description B
Base Package The lowest level of a medical device package containing a full UDI. The DI on
EEE the base package is the Primary DI.

SE27E UDI 22X T3 HEEEFOR/NMEBESL,
DI A% — DI,

BEERE IR RINTZ

Coordinator
A—TA—5—

Individual(s) responsible for management of the GUDID account, for designated
Labelers.
INT—(s)KYHERENT- GUDID ZAVUFDEEIBLE(s).

Data Universal
Numbering System
(DUNS)
ARAT—HESMHTOR
7 1s (DUNS)

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

D&B A EE)IZEYETEERT S INDEAHNES.

Device Identifier (DI)
BIBEAF (D)

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

UDI [ZBADEFEFHRTHY, INT—HIU TORBORE/ NN —2avt
LAFHEETIVERHFT 2.

Device Identifier Record
(DI Record)

HaRH A FRoEk (DI R
%)

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

DI 8LV, ZDEET —2EME()DEA T HEDHBRD/N—2305 LK
ETILD DI EEEREERT S,

DI Record Life-Cycle
DI RBERDZ17-5 47
)17

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

DI EEHREV BEEERRE()IZHTHHRATIRE) TERREN, 2—H -1
FIRFTRELHERE TH .

DI Record States
DI ERERDKEE

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 E28RIREEIL. DI i3 R AFE DI 28R F1-IEAR8KA DI 203
DNDH5EHT, BIZ—DODKEEIZH D,

Direct Marking DI
AAFEEY—FY DI

An identifier that is marked directly on the device; can be the same as or different
from the Primary DI; only applicable to devices subject to Direct Marking
requirements under 21 CFR 801.45.

HEBRCEET—YITHHEAFTE— DI LRLEELELDEEEHD.
M1, 21 CFR 801.45 {UDI [CTEEY—FUINDLELEERRG)) DEEY
—X%> % (Direct Marking) BER(s)XMRELDHIR()DHAHITERIND,

Device Package

HaRma

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

HEIBBOREDN—DavELLEET AN —EHEAOTLDIRE,

Draft DI Record

Saved DI record that has not passed business rules.

DI REER3E RESNT- DI BEDILTERRESZHESELEMN LD,
Electronic Submissions | An FDA-wide solution for accepting secure electronic regulatory submissions.
Gateway (ESG) BF 74 —IVMNIKDIRH()EREWREICRIET 51O D FDA NTHERA
BFRHET—Fox4 Y (Vb

(ESG)

FDA Preferred Term The FDA Preferred Term (PT) Codes are a 4-letter code assigned to each GMDN
FDA EZXGE 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 EAEE (PT) 3—F@E)E 5% GMDN I—FOHKHYDE GMDN A
FBITEVLETONTAXFI—FTHS., FDA EAXRFEI—K(s)[F.GUDID D
DI S8 ANRAICDAEATEETHY. GMDN a—FE)DHRHOYELTIZ, it

DEDNV AT LIZHFERTELGLY,

54/62




Contains Nonbinding Recommendations 2% #/ 7 D7l 4

Term FAEE

Description E#%

Global Medical device
Nomenclature (GMDN)

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

ERBBOERNGE | BERMEEICE SV -ERESRE MBI DR F AT L(s) T.GMDN

i (GMDN) BENEES D,

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

5 HARE determines the extent of editing possible on a DI record.
7fEHT.DI ZEHLARDEBITIHFTY, Chh DI RIS LT wmEFTRER
HETHS.

GUDID Global Unique Device Identification Database, the repository of device

GUDID identification information for devices specified under the FDA UDI Final Rule.

S 0—/\ LB EERESRIT —2X—XNETHY. FDA @ UDI ZIERAIIZ
THREINBHERG)ITR T BBABRDURIL)—,

GUDID Account
GUDID 7ZAH>bk

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

GUDID 7ho r#ERAL, £%(s)lE GUDID DEHRADTIERAELY
GUDID ~DRHHMTES,

GUDID Web Interface
GUDID Hx7-4248—
Jx—RA

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

HETRELGTHIUIDIER. DI RLER(s)DEERTRELRE, L UHES
BHROBRERVEAHLEAREICT A T4 AU 3—T1—2A,

Health Level 7 (HL7)
ANJLR-LARJL 7 (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.

— DDFREGFRRERARTHY AIWRTT - H—ERE)ITENWT BREKEED
TTELIV EE Y—EXDRME FHEICFRS BEERNE . EE &
UT—520HEICET A0 t—DBRECDRIZEI VI IV ELTLNS.

Issuing Agency

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

AT FDAANUDI(s)DFITY AT LBE T A& L 1= H .
Labeler Any person who causes a label to be applied to a device with the intent that the
SGRF5— 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.

HREBERACTGERBSE R SNILDORBELEEDERZFF -0
B HBIV. TR ARBBFOINIVEZMHHVIBELTRESE =&,
BHROINILORBOEBET IEREF - TLENE, BL SRERBER
BEELEDEMPEREDHEINIVITEMT HEEE. INT—DER
oI NIIE ChEETREEEEDEL.

Labeler Data Entry

Individual(s)responsible for day to day entry, submission and management of

(LDE) User device identification information for designated Labeler DUNS into the GUDID.
IRSG—-T—EAN EBREZIT=-3_5—0 DUNS [ZEET HH#RHA1EHZ GUDID ~A
(LDE) 2—¥— N RH BFIVENEBZEEFRHLLTELTIE(E),

Listing Number Number assigned by FDA during Registration and Listing to all devices in
YRFA4TBS commercial distribution, regardless of pre-market authorization requirements per

21 CFR 807.28 ()
B8R URAT12 Y OBRIZ. 21 CFR 807.28 () (N RTAL T BB DO E) BER
() DHERATARIREEICR ST FDA ATHERBERDEHIR(S)ICEY LT
BS.
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Term FHEE Description EZ%
New DI Trigger Attributes, which when changed, no longer represent the same device thereby
Attributes requiring the creation of a new DI.

#HLL DI MUH—BiE

HERBEGICEEAREETNIEL, CHETHERALTL: DI TRYEBDE
B TIEa<EY, #illy DI AEREIN D,

Package
e

According to 21 CFR 801.3, a package is defined as a fixed quantity of a
particular version or model of a device.

21 CFR 801.3 (FHEEDTEE) I2&LbE. —DDHEEIX. HAMEIRDIEFED/N—
DAVFEREIFETILABEEREAI-EDEERIND,

Package DI
& DI

A device identifier for the package configuration that contains multiple units of
the base package (does not include shipping containers).
BHOEERLEML) THRASNIBRORBHNF EEAIVTH()E
Bx<).

Primary DI
%— 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. For medical devices without packaging, the
Primary DI number and full UDI may be on the device itself.
HOEREBFICHLTER (F—) REF—LLGDHHEMNFTHY. RBH IV
FRZTELTHRZE—RICHANITEIER()E®-T. E— DI F. T2
UDI 28 CEREFSOR/NEMTHAEEMRE LICFHESND, HaESh
BOERER)ICELTIE. E— DI FE5H8LURLEY UDI X #HBZDL
DITBEFLTHRLY,

Product Code
s&a—F

Three letter classification code for pre-market devices issues by FDA.
FDA FE{TOTHIRATHESR()AIXFDHIEI—F,

Production Identifier(s)
(P1)
SLEHAF(5) (P1)

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;

(i1) 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 OFHAELEFRTHY. LTISTRIEROBEHBRNIAEINATEY,
BWBEINIVICRTENTIGE S TN TN OFEREIRET 5.

(i) HBOHEHITONLOVNESLLLINVFES

(i) HERBZOVITILES

(3) HBEHSFOFNHR

(iv) HEHBOIER

(v) BEBRELTIREIESNS HCT/P BITXLT 1271.290 (c) (EH DHEA
3—F —HCT/Ps FovF2)) TEREINDARELERIT—F,

Published DI Record
2BFH DI iR

A DI record that is published, and therefore is available for search and retrieval
by the public.
AFFD DI FLETHY, —RITERRUFAH LA ATEE,

Regulatory Contact

Individual responsible for management of GUDID submission requirements for

EREIEQO the Labelers in a given GUDID account.
BEED GUDID 7AVUEDIARS—(s)M GUDID RHEBEH(s)DEBEEE
=B
Relabler Relabeler, for the purposes of 21 CFR 830.60, is a new labeler that changes the
SRS5— 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 BEfTERFRBEIRAD -SAYLT) [ZENT SN
F—IE —DDFHLNIARST—THY. FVCFIL-SRNILOABICEEZMA.

FLLWSRS— (USRS—) OEDLE MR BERERESED. FUDT
L SRIVIZEIIZHDIRS—) DN ZEDEEFTMZSIBEDITAIZEE
FHEEE. ENEVIRS—LITE DI,
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Term FHEE Description %
Secondary DI An identifier that is an alternate (secondary) lookup for a medical device that is
%= DI issued from a different issuing agency than the primary DI.

F— DI EIFELGLRTHEEAISHKITIN- EEBRORE (ED) &E
F—THIHEAF,

Structured Product
Labeling (SPL)

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

BELEEAINL MR —o7vTERE (xml) ZRAVTHRFERZEZRIMLT S HLT 12,
(SPL)

Support Contact Contact for consumers and healthcare providers to obtain additional information
YR—rEDO about the device.

BEEOCBLIUNILART 7 -H—ERRBE)N R T 2 EMERE
BA-HIZELEHESZED,

Third-party submitters
FE=BTHHRHA

Companies/individuals (contractors, vendors) authorized to submit GUDID
information on behalf of the Labeler.

SRS—DHRET GUDID [T1EREFRETIEBRNEZON TSI E()E
FIEBEANG) GEEEE () FAAEE(s)).

Unique Device
Identifier (UDI)

PERE A RIF (UDI)

A unique numeric identifier composed of the device identifier and production
identifier(s)that uniquely identify a medical device through distribution and use.
MBEMNLERAICEY, ERMRET—2ICHEA I HHFHIF (D) SLUR
B F(s) (PI) THHASNDSI—EDHFICEHHAF.

Unit of Use DI
EREAL DI

An identifier assigned to an individual medical device when a UDI is not labeled
on the individual device at the level of its unit of use. Its purpose is to associate
the use of a device to/on a patient.

FEREMDLARLT UDI ORRLVEVGEEIZ. ZDOELDEERERICEN
ZTNEIVATEHHANF. HOIMBOERAZRELHAERNTHILEZANET
%

Unpublished DI Record
R4E DI R

DI record that has passed GUDID business rules AND Publish Date > today.
GUDID ERRE)EmES - DI ik T AEBAAEH LR,
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(AXPTSRLTWSESDSEE—E)

ERES T &R oy
10.30 PART 10—ADMINISTRATIVE PRACTICES | £ 10#F — BEEHRUVFEIE http://www.ecfr.
AND PROCEDURES ElfR B — —REEFIE(S) gov/cgi-bin/text-i
Subpart B—General Administrative == dx?SID=6432a0
Procedures §10.30 MM HEH 2858a95bef4d7
§10.30 Citizen petition. €8023a63cc619
&node=21:1.0.
1.1.7.2.31.3&rg
n=div8
11 PART 11—ELECTRONIC RECORDS; | 5 11 # — EFiLH(s). BFEA(S) http://www.ecfr.
ELECTRONIC SIGNATURES gov/cgi-bin/text-i
dx?SID=6432a0
2858a95bef4d7
€8023a63cc619
&node=21:1.0.
1.1.8&rgn=div5
21 U.S.C. | PART 352—SUNSCREEN DRUG : % 352 #% - EFA OTC BHRITIEHE http://www.ecfr.
352 PRODUCTS FOR OVER-THE-COUNTER gov/cgi-bin/retri
HUMAN USE eveECFR?gp=1
&SID=6432a02
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801.45

801.57 (c)

801.437

807.3 (b)

manufacturing date, an expiration date, or
for a human cell, tissue, or cellular or
tissue-based product (HCT/P) regulated as
a device, a distinct identification code as
required by 81271.290 (c) of this chapter,
the UDI must include a production identifier
segment that conveys such information.
PART 801—LABELING

Subpart B—Labeling Requirements
Unique Device Identification

8801.45 Devices that must be directly
marked with a unique device identifier.

for

PART 801—LABELING

Subpart B—Labeling Requirements
Unique Device Identification

§801.57  Discontinuation of legacy FDA
identification numbers assigned to devices.

(c) A labeler who has been assigned an
FDA labeler code to facilitate use of NHRIC
or NDC numbers may continue to use that
labeler code under a system for the
issuance of UDIs, provided that—

(1) Such wuse is consistent with the
framework of the issuing agency that
operates that system; and

(2) No later than September 24, 2014, the
labeler submits, and obtains FDA approval
of, a request for continued use of the
assigned labeler code. A request for
continued use of an assigned labeler code
must be submitted by email to:
udi@fda.hhs.gov, or by correspondence to:
UDI Regulatory Policy Support, Center for
Devices and Radiological Health, Food and
Drug Administration, Bldg. 66, Rm. 3303,
10903 New Hampshire Ave., Silver Spring,
MD 20993-0002.

for

PART 801—LABELING
Subpart H—Special
Specific Devices
§801.437 User labeling for devices that
contain natural rubber.

Requirements  for

PART 807—ESTABLISHMENT
REGISTRATION AND DEVICE LISTING
FOR MANUFACTURERS AND INITIAL
IMPORTERS OF DEVICES

Subpart A—General Provisions

§807.3 Definitions.

(b) Commercial distribution means any
distribution of a device intended for human
use which is held or offered for sale but does
not include the following:

(2) Internal or interplant transfer of a device
between establishments within the same
parent, subsidiary, and/or affiliate company;
(2) Any distribution of a device intended for
human use which has in effect an approved
exemption for investigational use under
section 520(g) of the act and part 812 of this
chapter;

(3) Any distribution of a device, before the
effective date of part 812 of this chapter, that
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807.28 (f)

820.30

830.10

830.20

was not introduced or delivered for
introduction into interstate commerce for
commercial distribution before May 28,
1976, and that is classified into class Ill
under section 513(f) of the act: Provided,
That the device is intended solely for
investigational use, and under section 501(f)
(2) (A) of the act the device is not required to
have an approved premarket approval
application as provided in section 515 of the
act; or

(4) For foreign establishments, the
distribution of any device that is neither
imported nor offered for import into the
United States.

PART 807 ESTABLISHMENT
REGISTRATION AND DEVICE LISTING
FOR MANUFACTURERS AND INITIAL
IMPORTERS OF DEVICES
Subpart B--Procedures  for
Establishments

21 CFR 807.28 Updating device listing
information.

(f) FDA will assign one listing number for all
devices exempt from premarket notification
requirements under a single product code.
For products not exempt from premarket
notification requirements, a single listing
number will be assigned by FDA for each
FDA premarket submission number.

PART 820—QUALITY SYSTEM
REGULATION

Subpart C—Design Controls

§820.30 Design controls.

Device

PART 830—UNIQUE DEVICE IDENTIFIC
ATION

Subpart B—Requirements for a Unique D
evice ldentifier

§830.10 Incorporation by reference.

PART 830—UNIQUE
IDENTIFICATION

Subpart B—Requirements for a Unique
Device Identifier

§830.20 Requirements for a unique
device 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]
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830.40
(@)

830.60

830.100

830.310

830.320
@)

830.330

830.340

PART 830—UNIQUE
IDENTIFICATION

Subpart B—Requirements for a Unique
Device Identifier

§830.40 Use and discontinuation of a
device identifier.

(@) Only one device identifier from any
particular system for the issuance of unique
device identifiers (UDIs) may be used to
identify a particular version or model of a
device. A particular version or model may be
identified by UDIs from two or more systems
for the issuance of UDIs.
PART 830—UNIQUE
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:

(a) 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]
PART 830—UNIQUE
IDENTIFICATION

Subpart C—FDA Accreditation of an Issuing
Agency

8830.100 FDA accreditation of an issuing
agency.

DEVICE

DEVICE

DEVICE

PART 830—UNIQUE DEVICE IDENTIFIC
ATION

Subpart E—Global Unique Device Identifi
cation Database

§830.310 Information required for unique
device identification.

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

Identification Database
8830.320 Submission of unique device
identification information.

(@) 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 IDENTIFIC |

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

1271.55
@) (1)

1271.290
(©

ATION

Subpart E—GIlobal Unique Device Identifi
cation Database

§830.340 Voluntary submission of ancillar
y device identification information.

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

Identification Database
8830.360 Records to be maintained by the
labeler.

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 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.
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