@1 U.S. FDA UNIQUE DEVICE IDENTIFICATION (UDI) FREQUENTLY ASKED QUESTIONS (FAQS)
us R2.3 (MARCH 11, 2014)

GS1 HEALTHCARE US

U.S. FDA Unique Device Identification (UDI) Rule
Frequently Asked Questions (FAQS)
KXE FDA UDI #A| FAQ(Ss)

R2.3 --MAR 11 2014
20144038118 %£ 23 IR

©

THE GLOBAL LANGUAGE
OF BUSINESS

ALL CONTENTS COPYRIGHT © GS1 US 2014 PAGE 1 OF 30



e
@1 U.S. FDA UNIQUE DEVICE IDENTIFICATION (UDI) FREQUENTLY ASKED QUESTIONS (FAQS)

R2.3 (MARCH 11, 2014)
CONTENTS
B

(MR E) FEE

DOCUMENT PURPOSE ......otiiiiiiiite ittt ettt e e et e e e st tae e e sttt e e snsaeeeanstaeeentaeeeansaeeeansseeesnneennnes 6
AFFaAVEDEHBY (7)
GENERAL QUESTIONS ABOUT THE U.S. FDA UDI RULE.......ccccoiiiiiii i 7
KE FDA UDI RRIIZE9 5 —MRER(s) (8)
T 1T - | T TP P PP OUPTUPROPI 7
1. £k (8)

0N O 1Y = A U SRS 7

1.1. UDI &/&£? (8)

IO V1Y o P = I PSSR 7

1.2. DI &/£? (8)

IO T T P B 3 = SRS 7

1.3. Pl &/? (8)

1.4. Who does the U.S. FDAUDI RUl€ @pPIY t0? ....coviiiiiiieieee et 7

1.4. 3%/, %45%, X [F FDA UDI| L5 EHIHhE57 (8)

1.5, WhatiS @ IaDEIEIT? ... e e e e e e e e e e e e e e e e s e aaaans 7

1.5. INZT—&L/E? (8)

1.6. Does the U.S. FDA UDI Rule apply t0 hoSPitalS? ........ccoociiiieiiiiiiieie e 7

1.6. 2%3%. K[F FDA UD| AL, HHS) ICEEFSHEDH? (9)

1.7. Does the U.S. FDA UDI Rule apply to unclassified devices? What is the compliance

HIMIEIINE 2 ettt e e e ettt e e oo h b e e e e e e e b b e e e e e e e et e e e e e e e e nnees 8

1.7. 243% K[E FDA UD| A& OFXFEEEIN TG EES) ICLBEFSNEH? LLESL

b5 BFAREILE S Lo TEDD? (9)

1.8. I am a foreign medical device manufacturer. Does the U.S. FDA UDI Rule apply to

0TSPTSROt 8

1.8. RES* DEE#HZEA—H—IZE, 2%, K[EF FDA UDI HEHEHFIHEDH? (9)
1.9. Does the U.S. FDA UDI Rule require UDI information in Electronic Health Records

(ST R ) TSROSO 8
1.9. 23%. K/[F FDA UD| #4//Z.UD| 1§#%. EF%/L7 (EHRs: Electronic Health Records)
[CER TS5 (10)
1.10. Is it true that the U.S. FDA UDI Rule sunsets NDC/NHRIC codes for medical
JBVICES? i ettt e oo e e e e e e e e e e e e e e e e e e e e e a e raaaaaaaaaas 8
1.10. 252, 2K/F FDA UD| #EIIZLY, EE#ZNS) ~D NDCINHRIC T—A(s) DREMBIZHET
FEDH? (10)
1.11. What's going to happen to my Labeler Code? .............ooo oo, 8
1.11. AFEL TV BINS— - T—FIFESLBDH? (10)
1.12. What about global regulations and regulators? ... 8
1.12. HRDZHHNS) PHEHZHE(S) DEEIL? (10)
1.13. How can | contact the FDA for more information? ...............ccoo oo 9
1.13. &548/88% FDA HEAFTE/-0DEOL? (11)

P22 LI U o ] o= PSSP PRPRN 9

2.UDI &% (11)
2.1. Did the U.S. FDA UDI Rule mandate SPecCific PIS? ......ccccuuiiiiiiiiiiiiieeee e 9
2.1. %2, K/F FDA UDI AL HFED PI(s) F#EHITEL TLVSDH? (11)
2.2. What PI(s) should I use on our device packages and labels? ..............oooiccciiiiicceeenen, 9
2.2. BEEDWFE(S) PSNIS) 24, EDPI(S) FEHF TEEDH7? (11)
2.3. What if there are several Pls on our device labels? Which do | need to include in the
(] ] PRSPPI 9
2.3. BEESNIS) LIZHEHD PI(S) HFEFRIATSEEIZ? EAZF UDI [ZEDAIELD
o (12)
2.4. 1s UDI required on every level of
072161 = Vo 1T PP PUPPRPPURRRR 9
2.4.UDI| (&, 2 TDHELANIIZERXRIHEDH? (12)
2.5. 1 have a UPN. Is that the same as UDI? ...t 9
2.5.UPN ZHoTL\EL%, F#ld UD| LEIFEICEZ BDLH? (12)

ALL CONTENTS COPYRIGHT © GS1 US 2014 PAGE 2 OF 30



U.S. FDA UNIQUE DEVICE IDENTIFICATION (UDI) FREQUENTLY ASKED QUESTIONS (FAQS)
R2.3 (MARCH 11, 2014)

2.6. Canluse U.P.C. NUMDEIS aSMY UDIS? .....oooiiiiiiiieieeii ittt 10
2.6.UP.C. &E(s) # UDI(S) &L TRFTESH7? (12)
2.7. Wheredo | get UDIs for my products from? ... 10
2.7. BHEGFIZFAT S UDI(S) [FECTAFETEEDH7? (12)
2.8. Do individual single-use devices (SUDs) packaged together need a UDI? ........................ 10
2.8. #EHDELIEH (SUD(S)) #a5(s) ZFELH/-MFEIZ UDI 5 uZEH7? (13)
2.9. Do repackaged products require @ UDI? .........oooiiiiiiiiioiiiiieee e 10
2.9. BAEIH/- (repackaged) Z4E(s) /Z UDI [EEREIHBH? (13)

2.10. Do repackaged products have the original manufacturer UDI or the repackager UDI? .... 10
2.10. Y-sVvor—=° (repackaged) EA/=2i5(s) 1d VS F/LEEX—H—D UDI & -7V

—2+—D UDl DELLEFEHTEDH? (13)
B L ADEIING et e b h bt R Rk e eae bt et eh e E e bttt e r e e nhe e e e e reenas 10
3. IRYVY (13)
3.1. Did the U.S. FDA UDI Rule mandate specific barcodes orAIDC methods? ...........cccc........ 10
3.1. 2435% #/F FDA UDI #E/ZLY, H#FED/v—I—Ks) 1 AIDC FEs) FEFELTLB
o2 (13)
3.2. Can RFID tags be used tocomply With UDI? ........coooiiiiiiiiiiiiiee e 10
3.2. RFID #2(s) DEHT UD| [ZEMTEEH? (13)
3.3. Will my U.P.C. barcode satisfy UDI labeling requirements? ...........cccccceeviiiiieeeeesiiiiiineeeens 11
3.3.U.P.C. /V—TJ—K~T UDI SANYZTERKS) FimE TEEH? (14)
3.4. Do the components or constituent parts of kits/combination products need a UDI? .......... 11
3.4, FYNs) 10, TEF—S32-TOFIMNS) DI R—FNS) P1ERESE(S) [ UDl &
KENEH7? (14)
3.5. Can we encode additional information in aGS1 barcode that is being used for UDI? ........ 11
3.5. BINEHF GS1 /N\—I—R/ZT>T—FL, UDl L TRFTEZH7? (14)
S = Lo = 1o TP2=To l D Lo L=l o] 4T | PP STPPUPRPP 11
4. Bf7+—<vrDIE#EL (14)
4.1. What is the standardized date format in the U.S.FDA UDIRUI€? ......ccoveeiiiiiiiiiiiiiiiinns 11
4.1. 243, F[F FDA UD| BEIICH 113, IZEH 1 T74—T I L? (14)
4.2. Is the UDI standardized date format the same as the ISO standard? .................ooeeeeinnees 11
4.2. 4% UDI| #ZEDHTT+—V VI I1SO (ZELELEDH? (14)
4.3. What if we don’t specify the day in our expiration dates (or production dates)? ................. 11
4.3. BFEHRAS) (F/FHEAT—R) ICAIZEFHELLWVEEEESLEDH? (15)
4.4. When does the new date standard go into effeCt? ..........cccuvviieiiiiiiiiiiiiiee s 11
A4.0V D95, 2%, BT B TEEED R FFIEENSDH? (15)
L B 1 =3 Y= U Lo S 12
5. BE#EvT—%2J (15)
5.1. Do all devices need to be directly marked with their UDI? ...............coooiiiiiiiiiiiiiieeeeeeeeeee, 12
5.1. £TODHEKS) I, 5T UD| [ZLB, BHET—F 2 THWEH? (15)
5.2. Do implantables need to be directly marked with their UDI? .........ccccvvvvviiiiiiein, 12
5.2. HBiAA BJFEENS) 4, FALD UD| [CTEEV—F2 I T BLELHBH?  (15)
5.3. When do direct marking requirements go into effect? .......ccccccvvv 12
5.3. BEV—F T ER(S) DIFFEEEIL? (15)
6. FDA Global UDI Database (GUDID).........uutiiiiiiiiee ittt et e st ee e e sttt e e s sste e e e asbe e e e snte e e e aabseeesannseeaesansaeeeesnneeeeeaans 12
6. FDA 4'O0—/%)L UDI ¥—4&AR—2X (GUDID) (15)
6.1. Who is responsible for submitting UDIs to the GUDID? ......cccvvvveeeeiiiiiiiiieeccccvvviveeeeee e 12
6.1. GUDID ~®D UDI(s) fEHIIZ# S EEEIFDDH? (15)
6.2. What needs to be submitted to the GUDID? ...........oooiiiiiiiiiiiieeeeec e 12
6.2.GUDID /&, fi/ZHeH T 8D5? (15)

6.3. What methods are available for reporting UDIs and the associated data to the GUDID? .. 12
6.3. UDI(S) AL, FDRET—5% GUDID ~FFETSEDTAS) 212175 %HS57%572(16)
6.4. Will the GUDID record PI information (such as specific serial numbers and lots) for every

(10210 0 7R PPTRPTT 12
6.4. GUDID /&, £2TDF1TLD Pl (FFEDYTILEE(S) POV,EE(S) 4L) ZFEERTED
y i 0d (16)
6.5. When do | have to submit our UDIs and data to the GUDID? ........ccooovveiiiviieiiieeeee e 12
6.5. GUDID ~®D UDI(S) ALUT—ZDIEHFFEL? (16)

ALL CONTENTS COPYRIGHT © GS1 US 2014 PAGE 3 OF 30



e
@1 U.S. FDA UNIQUE DEVICE IDENTIFICATION (UDI) FREQUENTLY ASKED QUESTIONS (FAQS)
u R2.3 (MARCH 11, 2014)

'7. (©70]aaT o] TT=TaTod S o o T=To [ U] 1= SO PR 13

7. BFRTTa—IL (16)
7.1. What are the compliance dates for UDI? ... e 13
7.1. UDI DEFH(S) 12? (16)
7.2. What about existing inventories? Do manufacturers have to remark them? ...................... 14
7.2. BHEDHEES) [EEILEDH? HHEX—DH—S) I& FA6F7—ILGEHILESTIEFGL
DH? (18)
QUESTIONS ABOUT UDI & GS1 STANDARDS. ...ttt 14
UDI &Y GS1 1E#(s) ~DER(s) (18)
oI 1=t 1= - | T TSSO PPUUURRRRRRRRRRNt 14
8. —fig (18)
8.1. Can | use GS1 Standards fOr UDI? ........cooeuiuiiiiiiieee et e et e s e e e e e eaaas 14
8.1. UDI MA/Z GS1 #Z#(s) #@&ZE47 (18)
8.2. 1S GS1 US AN ISSUING QQENCY? ...ueeeiieeeeiiitteiieeeesatiiteeeeseatteeeeeesaannbaeeaaesssssseeeeaessannereeaaeesanns 14
8.2. GS1 US /&, ZET#EID— D57 (18)
8.3. What is difference in brand owner versus [abeler? ..o, 14
8.3. ISR —F—ESNS—DELVL? (18)
8.4. What tOO0IS dOESGSIL US OFfEI7? ettt e e e e et e e e e et e e e e eaaas 14
8.4. GS1 US H5/&, 1Al /—/I(S) HIEERIHEDH? (18)
8.5. What does it costto be amember 0f GSLUS? ... 14
8.5. GS1 US DX/ v—EHI£? (29)
LT o 1T o 1 ) (=1 S U P U USSP OPPPPPR 15
9. BAlF(s) (29)
9.1. I have U.P.C.s on my products. HOW do get | GTINS? ....oovviviiiiieiieeeeee e 15

9.1. H#43(s) HD U.P.C.(S) EfFoTLV\BH\ EDLES/IZ GTIN(S) ZEZTEDH? (19)
9.2. Do | need to request continued use of my Labeler Code if my GS1 Company Prefix embeds

1 PP 15
9.2. B#i#D GS1 FEEFEI—FIC, SNZF—-T—FHHMAAFN TS EE L, I REFEREL
LS TIENF G 57? (19)
O D - W O T =T = PO UR PR 15
10. T—3-F¥Y7—(s) (19)
10.1. What is the best DarCO0e 10 USE? ......uueiiiiiiiiiiieie e eaanes 15
10.1. &L EEHIZBL =/ Y—T—FI2? (19)
10.2. What is difference between an 1ISO 128 and GS1-1287 .......ccccccviiiiiiiiiiiiiiiieeeeeee e ee e 15
10.2.1SO 128 & GS1-128 DELV/E£? (19)
10.3. Will the GS1 DataMatrix be to0 Small t0 SCANT ......ccoeiiiiiiiceee e 15
10.3. GS1 7—#- VY, IR L, XF+>2FEDIZINETEF5LVH7? (20)
10.4. Do | have to include UDI data under the barcode even if it appears elsewhere on the
= =P 15
10.4. HHRSNINLIZ, BEdT—5 (B EFHIR) HFrSHTOAIL FD UDl 7—FF, /¥—3
—RD FIZHIFILZS TIEUMF 7LD 5Y? (20)
R T = T} T ] (0 T 2= L4 o ) PR SOR 16
11. DATA Rk (20)
11.1. Will GS1 US feed the GUDID for my company if | use Data Driver? .................cccoeeeenes 16
11.1. 7—#-FZ17Y— (Data Driver) #&/F 7 #/£.GS1US £ .GUDID [CT7—ZF{EH T ED
o (20)

11.2. Will | be able to use theGDSN to submit my UDIs and associated data tothe GUDID? ... 16
11.2. A UDI(s) &, 7 —%% GUDID [Z#8H 9 3H/-,GDSN F&HL TELRLH?(20)

QUESTIONS SUBMITTED TO THE FDA UDI HELP DESK BY GS1/GS1 US ...c.coooeveeeeeeeieeene. 16
GS1/GS1 US &Y,FDA UDI AT -FROANRHEN-ER(S) (21)

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication
that represents my current best judgment but does not constitute an advisory opinion, may not
represent the formal position of FDA, and does not bind or otherwise obligate or commit the
agency to the views expressed. Staff prepared this communication in response to a specific set of
facts submitted in a specific inquiry. You should not extrapolate this response to different or
broader circumstances. This communication is intended for the exclusive use of the recipient. It
may contain information that is protected, privileged, or confidential, and it should not be modified.
If you are not the intended recipient, any dissemination, distribution, or copying is strictly

ALL CONTENTS COPYRIGHT © GS1 US 2014 PAGE 4 OF 30



e
@1 U.S. FDA UNIQUE DEVICE IDENTIFICATION (UDI) FREQUENTLY ASKED QUESTIONS (FAQS)
us R2.3 (MARCH 11, 2014)
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ABOUT GS1
GS1 [22WZT
GS1” is a neutral, not-for-profit, global organization that develops and maintains the most widely-used supply chain
standards system in the world. GS1 Standards improve the efficiency, safety, and visibility of supply chains across multiple
sectors. With local Member Organizations in over 110 countries, GS1 engages with communities of trading partners, industry
organizations, governments, and technology providers to understand and respond to their business needs through the
adoption and implementation of global standards. GS1 is driven by over a million user companies, which execute more than
six billion transactions daily in 150 countries using GS1 Standards.

GS1® ([F HATRLERASNTWE Y TSA - Fr—UZ%(s) PRATLERZELERLTOSHIMTIEER O O—/\L
A THD. GS1 ZEH(S) [FBEVEENF(S) [TBVLT YIS/ -Fr—2(s) OHMEME-RE&HE-ARMEERETIEDOTH
%, HR110HELEICMB#EEZE TS GS1 1. WEIRE(s) FRMR(s) -FEBM(S) BLUTH/AO—-TANAT—
(s) EHIZ HFIEE(S) DBALEREZELTH IS/ F—rDECRR - Z—XFLELFNIZHIET S LSBYFHA TINS,
GS1 KRB FEHFI00H#%EE R, 1500EIThHzUH L 60{EHEETENEIA GS1 £#(s) ITEDVTEBIA TS,

ABOUT GS1 US

GS1US [ZD2W\T

GS1 US, a member of GS1 global, is a not-for-profit information standards organization that facilitates industry collaboration
to improve supply chain visibility and efficiency through the use of GS1 Standards, the most widely used supply chain
standards system in the world. Nearly 300,000 businesses in 25 industries rely on GS1 US for trading-partner collaboration
that optimizes their supply chains, drives cost performance and revenue growth while also enabling regulatory compliance.
They achieve these benefits through solutions based on GS1 global unique numbering and identification systems, barcodes,
Electronic Product Code-based RFID, data synchronization, and electronic information exchange. GS1 US also manages
the United Nations Standard Products and Services Code (UNSPSC).

GS1US [F.GS1 Fa—NILDAVN—D—2THY, FFERDFERFELBBTHY, HRICBVTRLEERASATNSY
T34 -Fr—UZ#(s) THD GS1 2 (s) FREEL Y I54-Fr—r DA RIS LUSRIEDO M LD BIZERIHEHK
FIZHEAELTLND, 25DFEF(s) ITEY. $ 30FDEEMN GS1US #HEAICL. ERHFEIEFI5F T HoDYTS51-Fz—
U(s) ERBIEL. ARM /ITA—TURB LU FIE(S) ZR LS EHEMTREIBFLORBBEHEL TS, ISL-EMHE
EIZEDFIREEZTE=HIZ.GS1US RERE(S) [T GS1 D5 O—/NILEBME B ATLAS) ZIELH, /NA—a—F
(s) *EF & HZI—F (EPC: Electronic Product Code) X—R® RFID-T—4E#1t EFHERXI|ERBETEY)a—3>
#EFRALTLS, GS1US [T BEEZEEEASLUY—ERI—F (UNSPSC®: United Nations Standard Products and
Services Code) HLEEL TS,

ABOUT GS1 HEALTHCARE

GS1 NILRFTFIZDOLT

GS1 Healthcare is a global, voluntary healthcare user group developing global standards for the healthcare supply chain and
advancing global harmonization. GS1 Healthcare consists of participants from all stakeholders of the healthcare supply
chain: manufacturers, wholesalers & distributors, as well as hospitals and pharmacy retailers. GS1 Healthcare also
maintains close contacts with regulatory agencies and trade organizations worldwide. GS1 Healthcare drives the
development of GS1 Standards and solutions to meet the needs of the global healthcare industry, and promotes the
effective utilization and implementation of global standards in the healthcare industry through local support initiatives like
GS1 Healthcare US in the United States.

GS1 ARG TIE T A—/SULTEERDANILRTT - A—HF—- T =T THY AIWRT T - BT - Fr—UIZHE T HFIEZ
#(s) #HRL.VO—/N\ILIZESEZHELTLS, GSL ALRTTZDRE(S) & BEA—D—(s) HEIEE(S) BLUEKR
FEE () FRBE(S) YER(S) ITWBET AILRTT B IS4-Fr—VDEIAT—IHRILE— (FIEERE) Mopb. GSL
NVRTTIE F = MR P ORFEE(S) HOUICEREIR(S) ERBLEFREHEFLTLND, GS1 NLRTTIR ERLAL
TANLNRTTERD—_—X%imT=9 GS1 1Z#(s) &Va—32(s) ZRFKT B KEIZHLTIE GS1 AJLRZT US &N
SR XIEFIKR(S) ZBLTANLRTTERICERIRE(S) EMRMICBAL TNEEETHEBIRET 5.

ABOUT GS1 HEALTHCARE us

GS1 ANLRSZF US 22T

GS1 Healthcare US is an industry group that focuses on driving the adoption and implementation of GS1 Standards in the
healthcare industry in the United States to improve patient safety and supply chain efficiency. GS1 Healthcare US brings
together members from all segments of the healthcare industry to address the supply chain issues that most impact
healthcare in the United States. Facilitated by GS1 US, GS1 Healthcare US is one of over 30 local GS1 Healthcare user
groups around the world that supports the adoption and implementation of global standards developed by GS1.

GS1 Healthcare US (&, BEREENILRAT 7 TS5 Fr—V DNEREHR - RETDHOIZKENLRATTERIZET

% GS1 1Z#(s) DEBEALEFRZFHEMNELTHRILSN-EREARTHS. GS1 Healthcare US &, KEIDANILRTTERD
HOWINBHENODEETE(S) ZHRBESET.BRNDANILRTPIZEREEEFRIFTH TS5 -F—UICHIT5EEICHLL
TLv%, GS1 Healthcare US (. GS1US DEBZIEEFZ(T R 300EULTEELTVS GS1 AR TP -2—H—45

IL—T(s) M1IDEL T, GSIERRIZHE(s) DEALEREZIELTLND,
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DOCUMENT PURPOSE
ARXaAVMDEW

This document is for informational purposes only and is not intended to provide legal advice.
Legal interpretations and questions regarding specific business application for regulatory
compliance should be directed to company legal and regulatory compliance departments.
ARF2AUME ERIREDAZBHI(s) ELTHYEMGBEZIRMI FIERITAEL, ERHIE
FDAHDHEDEMRICET HEMBER(GS) BEVER(S) (. BHEBOERTEFEF(s) ~REL
abhtEdE.

This document includes a section which presents questions that GS1/GS1 US submitted to the
FDA UDI Help Desk. The answers in that section are the FDA UDI Help Desk responses to
those questions, which were all accompanied by the following disclaimer:

ARRF2AVMIIE GSL/GS1 US H FDAUDI ANLT - TFRIOANBHLUI-ZER(s) #REHLEH%E
ST, TOHFDOMEE(G) L. FNLEM(s) 12T S FDAUDI AT - TFRIKYDEIZE(S) T
HY. ETITUTOREFEN RSN T

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that
represents my current best judgment but does not constitute an advisory opinion, may not represent the
formal position of FDA, and does not bind or otherwise obligate or commit the agency to the views
expressed. Staff prepared this communication in response to a specific set of facts submitted in a specific
inquiry. You should not extrapolate this response to different or broader circumstances. This
communication is intended for the exclusive use of the recipient. It may contain information that is
protected, privileged, or confidential, and it should not be modified. If you are not the intended recipient,
any dissemination, distribution, or copying is strictly prohibited. If you think you have received this
communication in error, please immediately delete all copies from the saved sources and notify the FDA
UDI help desk by direct reply to this email immediately.

CD3F(E(F,21 CFR 10.85(k) (BIFSHMER) ISt THEY, EARKLRETHS, ChiX REFORKERICE TR
BOHETHY. BIEMERERT LD TIILS FDA OARILIFERAT I LD THE F= NE(GS) ITEALT &
HEARRHILY, FBELLY, WRLEYTHEOTHEL, REShA-BEOEMICEL T SBERRICKYERN
BhERSNTF, REZEFREONBHLEGIBRMEZHALY AXBRRELLEILE, FRBFRF.COXZE
DREBEOHERRELTNS, FRABICE KRB EHNEEZON - T BBEORBZESTESNHY,
RBZZBLTEWNTAEL, L HEBSTIhEZELLBSE, ChEARLEY BALEYIE—T S EXERIC
RikEhd, L .ChEMB->TRELEEERDEL, SIS REE(S) HEE2TOIE—(s) ZHIBRL. AA—IL~
DEHEET FDA UDI AT - TFRIIZHILE TULM=12E =1,

Please read below for a list of the most commonly asked questions about the U.S. FDA
Unique Device Identification (UDI) Rule issued on September 24, 2014. (The final rule can be
found at
https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-
system.)
LITF®DY9T, 2014 (2013) F09F24BIZFTENT=. KE FDA UDI FRAIICHLTHREZLF
Honf-EBF(s) DUAEETES,

(HE&ERAIL. UTDI I TSRTES.
https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-
system.)
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GENERAL QUESTIONS ABOUT THE U.S. FDA UDI RULE

KE FDA UDI RRIICER 95— RER(s)

1. GENERAL

1. 2K
1.1. What is UDI?
1.1. UDI &2
A UDI is a unigue numeric or alphanumeric identification code assigned to medical devices by
the labeler (e.g., manufacturer) of the device. A UDI typically includes two segments: a
“device identifier” (DI) and a “production identifier” (P1).
UDI &lE A REBRBERIC. IRNT— (Bl HEA—H—) DBV TEERTOHRFH LV IEEHF
KYRDHEANI—FDETHD, VEDOD UDI [E, —AREYIZ, “B23:8 5] F (DI: device identifier)”
& “BIERHRIF (PI: production identifier)” M2 DDERH(s) =2,

1.2. What is DI?

1.2. DI &/&?

DI stands for Device Identifier. A UDI includes two segments: a “device identifier” (DI) and a
“production identifier” (PI). The DI segment of the UDI is always required. In the GS1 world,
the Dl is a GTIN.

DI &[&, “Device Identifier, ODBET HEBRFBINFDETHS. VEDD UDI ITIE, “BEzri Al
F (DI: device identifier)” &, “BE#AIF (Pl: production identifier)” M2 DD &S (s) NEE
%, UDI IZBLT. DI MAEFEICERSNS, GS1 TIEKDI A CTIN (2755,

1.3. What is PI?

1.3. Pl &2

PI stands for Production Identifier. There are five types of information that constitute Pl under
the rule: (1) expiration date, (2) batch or lot number, (3) serial number, (4) manufacturing date,
and (5) distinct identification code [i.e., donor identifier for human cell tissue products (HCT/P)].
Under the rule, the Pl segment of the UDI is only required if Pl appears anywhere on the device
label or package (e.qg., if expiration date appears somewhere on the label, then the Pl Expiration
Date must be included in the UDI for that device). Conversely, if no Pls appear on the label or
package, then the UDI would only be a DI.

Pl &lE. “Production Identifier, DRET, WEHINFNETHAD. BEARAITEVT.PI T
5DMEH(s) AHY. Tholk (1) FEAMRERA. (2) NyFFELEFAVIES, (3) VITILES,

(4) HEEAA.(5) FHEDFEANI—F [ cHRa, $BBFE - (THE - HisHEESR(S) (HCT/P)
RAOFF—#AF]) THD., ZBHMAIZEVT PLABBINLELIFRBICR TSN TS
& (Bl LU ERBRAASNILEICR RSN TONIE HISTHERBARB O Pl %, HEk%
28D UDI [ZARNRAFLLTIELIFALY) D& UDI AN Pl SN EREIND, HIZEZIE X
FINLFELEFBADEZIZH Pl NRERSNTLETFAIE XK UDI [ZIE. DI DANEFEN

2.

1.4. Who does the U.S. FDA UDI Rule apply to?

1.4. F#/Z, 245%, 2K[F FDA UD| L5 EHEIHE57?

The requirements of the U.S. FDA UDI Rule apply to “labelers” of medical devices. The
labeler of each device is responsible for meeting labeling and Global UDI Database (GUDID)
data submission requirements (as well as the direct marking and date format requirements
where applicable).

X% KE FDA UDI Al EEMIERGS) O “IAF—" [TERASNDS, BFHEBOIANST—IL
IRNYUTEEU,GUDID T—RRHEK(s) £HBSEILENHD (BRASNLIBEEE
BEY—X U BLUVBHTIF—TYNER(s) BERESE D).

1.5. What is a labeler?

15. SNF—=&E/E?

The rule defines a “labeler” as:

LEMRATE, A" Z LTORYERLTLS:

(1) 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

(1) HREBERICTHZRBSE /=1, TN/ DKBAAEIEDEREFF/4VE, HL,
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(2) 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.

(2) FDE HAREFEDININELXHEH B EEEL THRBSIE /-1, e DIN/L DI
EFBERZHF>TGLE, AL HREFETESESEDE H1OEREDAESN/L
IZIEMT BIBE L SNS—DEE(S) DTl CAFEELIZTEPLL,

According to the rule, labelers include manufacturers, reprocessors, specification developers,
repackagers and relabelers that cause a label to be applied to a medical device.
HERAICLDE SNT—ITE. HEIEREFICINULEHTTILEDH SR IEA—N—(s). Y-
TOtytY—(s) RERAREEGS). V-1 —Dv—(5). BELK - TRT—(s) BNEFEND.

1.6. Does the U.S. FDA UDI Rule apply to hospitals?

1.6. 2%3% K[ FDA UDI AL, 5HHAS) IZEEFSHEDH?

The U.S. FDA UDI Rule applies to “labelers” of medical devices. If a hospital acts as a “labeler”
within the definition of the U.S. FDA UDI Rule, then the hospital has to comply with the rule.
Consult with your compliance team for more information about your hospital and activities.
Nonetheless, hospitals will have to be prepared to work with these new identifiers as well as
leverage the new GUDID (database) content for recalls and more.

4%, KE FDA UDI RAE EEEER(s) D “INF—" [TEASNS, L, H5& KE FDA

UDI BRAIDERITZELT, “IRF—" ORENER-IHERAHNIL TOHmEE(E, HERAZIEF
LEBSTIEW ALY, ERFEFF—LANEERL T, BREDOXIG(s) [SEL TOFERER>TL

f=f2EfLy, SV THAERR(S) [F.Ua—IL(s) MIEFEEZEEL T, ChoDFHLLERF(s) &
U # GUDID (T—42~—X) ORBICEALT HRMNZERBLTERBIIEHINRES D,

1.7. Does the U.S. FDA UDI Rule apply to unclassified devices? If so, what is the compliance
timeline?

1.7. 2% K[F FDA UDI BAIE 27X FEIN TG VEEES(S) [CEEHSINEH? ELEFILL.
EFHFEIFE LT EDH?

Unclassified devices are included in the U.S. FDA UDI Rule. The compliance dates for devices

not classified as Class 1, Class 2 or Cass 3 are provided below:

DIAFEINTULVELESR(S) . B5% KE FDA UDI HRAIOMRIZEFNS., 73X 1 Hb

3 ITHEESNLGVEERR(s) DESFA(S) [FUTDEEYTHS.

Labeling Requirements
Data Submission Requirements
Date Format Requirements Sep@em_ber 24,2018 (5 years after
DEVICES NOT CLASSIFIED As [EsalPizk 236 publication date)

= g= [ P
CLASS 1, CLASS 2 OR CLASS 3 T—RRHER(S) 20185097248 (ETTHL S # 1K)
952 1 55 3 [CHBShBLHERS) [amrdk ke - 24 0)

September 24, 2020 (7 years after
publication date)
20205098248 (FE/THL YT E#E)

Direct Marking Requirements
EEY—FUTER(S)

1.8. I am a foreign medical device manufacturer. Does the U.S. FDA UDI Rule apply to me?
1.8. RESF DEFHGREA—H—/ZE, %%, K[E FDA UD| HEHBEFENSDH7?

The U.S. FDA UDI Rule applies to medical devices sold in the USA. Medical device
manufacturers, foreign or domestic, must comply with the rule for any medical device to be sold
in the USA. Consult with your regulatory compliance team for guidance specific to your
company and products.

L% KE FDA UDI AL KERNTHRFEINSIEERKER(S) (BRSNS, XKERNIERED
¥ EEERREA—N—(s) (X RKEBRATHRFEINDIZDEL, LWHVELEEER CTHHZRAZIE
SELAECTIEWLFREL, BEBRUESR(S) ITHAELGH/F U RICELTIE, BREBOERHEST
F—LIZHE#T 5.
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1.9. Does the U.S. FDA UDI Rule require UDI information in Electronic Health Records (EHRS)?

1.9. %% >X[F FDA UDI #A//Z,UD| 1§#%. EF7/L7 (EHRs: Electronic Health Records) /=
BRI S5

The U.S. FDA UDI Rule itself does not include any references to EHRs.

L2%. KXE FDA UDI #REA|TIX EHR(S) IZERLTULVELY,

1.10. Is it true that the U.S. FDA UDI Rule sunsets NDC/NHRIC codes for medical devices?
1.10. 242%. K/F FDA UDI| #FH)/kY, [FEEZE#ZSS) ~D NDC/INHRIC T—A(S) DEFIEHAT T
BDH?
Yes. The U.S. FDA UDI Rule terminates the use of NHRICs and NDCs for medical devices on
the date a device must be labeled with a UDI. (The NDC/NHRIC for any device that is not
required to bear a UDI will be rescinded no later than September 24, 2018.) Therefore, on the
date that your device must be labeled with a UDI, you may no longer continue to label it with an
NHRIC number. However, in the interim, you may label your device with both a UDI and an
NHRIC. In the GUDID, we suggest that you enter the UDI as the primary DI and the NHRIC as
the secondary DI, and then remove the secondary DI (i.e., the NHRIC code) by the applicable
compliance date.
ZDREYTY., 25 KE FDA UDI RANCKY, #5720 UDl 11 EFHIZG 2/ T E
EHER(S) ~D NHRICs LU NDCs OFERIF & TEELNS. (UDI BEFERFR TR
B2 (Tt L T NDC/NHRIC E3KI(X, 20185 09A24HE TICHKESIND.) K>T. BH#EFD UDI
BEATESFRIZENIENHRIC FESEZINILIZRRURTABEFGL, LMILEGAL ENETD
f.UDI & NHRIC ZZNEN—D2FDERZDINILIZRRALTHRLY. GUDID TIE A&
UDI 2% — DI &LT . F &R NHRIC 2% = DI ELTAAL.EZ DI (Bl: %L NHRIC O
—F) X SRR EFAEETICHIBRT 558105,

1.11. What's going to happen to my Labeler Code?

1.11. ArEL TWHBINT—-T—FIXESLEDH?

The rule permits continued use of an FDA-issued NDC/NHRIC Labeler Code under an FDA-
accredited system for the issuance of UDIs provided that (1) such use is permitted by the
issuing agency that administers the system, and (2) the labeler submits a request for continued
use of the Labeler Code. The FDA must receive the request no later than September 24, 2014.
Consult with your regulatory compliance team for additional information and guidance.
LTZEERET NI BZMRAIE UDI(s) EITD-HD FDA RBAEFV AT LIZEY, FDA MHF1T
L7= NDC/NHRIC SAS—-J—rDFERERDHD. (1) HBRVATLEEET HRTHEIZIY,
ZDEIGFEANROHLNTINS. F= (2) ABEINT—([E HMRIANT— I—FOMRGEAERE
RHT5, NICBTSERIEL 20145098 24HFETIZ.FDA AZELTVSRENHD, B
MEHRCHAF D RZELTIE, BRABOERHEFF—LITHHKT HE,

1.12. What about global regulations and regulators?

1.12. HRDZIEHNS) 1A ZEE(S) DEE/E?

FDA stated that they worked to align with international standards and approaches wherever
possible. However, GS1 US is not an expert on foreign regulations. For more information,
consult GS1 Global Office website for information about global regulations (www.gs1.org). In
addition, visit the International Medical Device Regulators Forum (IMDRF) web site
(www.imdrf.org) to see the guidance documentation on this subject, and consult with your
regulatory compliance team for more specific information.

FDA (&, AIRE7Z PR Y EFRHIGAREE(S) BLUFIE(S) LOEESEMAEZHEL TS, LHLE
M5, GS1US [ SNEERFI(S) [CHLTEMRTEAZL, HREDERS(S) (BT EHE645
1&#RIZAEL TIL. GS1 Global Office Mz TH A+ (www.gsl.org) SR fZEL,  Fifz,
AT AHAF VR FFaAVMNBEL T ERMBRGIERESIERE (IMDRF:
International Medical Device Regulators Forum) @74 Ak (www.imdrf.org) #SB0DE,
SOEAERIFRICRAL T, BB OERTEFTF—LICHHT H L.
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1.13. How can | contact the FDA for more information?

1.13. &54815#% FDA DEAFTB/-HDZEOIX?

The FDA provides an FDA UDI Help Desk and a variety of resources to assist users:

FDA (&, 1—4—(s) 2X{ET 51=®IZ.FDAUDI ANLT - TRIZBRL, T-KIEER(S) Zi7
#95.

* FDA UDI Website is key resource —www.fda.gov/UDI
« EDA UDI Dz T H AN T ELFHRZIRHET S — www.fda.gov/UDI
» For Regulatory and GUDID Questions: click on UDI Help Desk link
o EHIH IV GUDID IZBIF A2ERI(s) [&: UDI Help Desk “UDI ANV -T4RY. DUV
kDK K
* To Receive Notifications from FDA: click on Unigue Device Identification: Get e-mail
updates
* FDA KYMDEHI(s) Z2ITHRAIZIE: Unique Device ldentification: Get e-mail updates “UDI:
=HEHRE e-mail TRITERS. #7095,
 Look for Schedule of Planned (and Notification of Unplanned) Downtimes
- ZOXMSELEER (20 FENZEOFEILEIER)
« FDA Electronic Submissions Gateway (ESG) questions (HL7 SPL submission)
* FDA DEFIRHS —F2 x4 (ESG: Electronic Submissions Gateway) [ZE89 2ER(s)
(HL7 SPL £H)
- Policy questions — esgprep@fda.hhs.gov
- BURRBEEER(s) — esgprep@fda.hhs.gov
- Technical questions — esgreg@agnsi.com
- BB EE R (s) — esareg@gnsi.com

2. UDI NUMBER

2. UDI &&
2.1. Did the U.S. FDA UDI Rule mandate specific Pls?
2.1. 2% K[E FDA UDI AL 15D PI(s) ZHEFIEL TL\SDH?
No. The U.S. FDA UDI Rule does not require any specific PI(s). It simply requires that whatever
PI(s) appear on the device label or package must also be included in the UDI. (If there are no
PI(s) on the device label or package, then Pls will not be expected as a part of that UDI.)
LTWELY, 3% KE FDA UDI RAIX BHED Pl(s) ZERLTLVEL, BREDUTILT
HY), HREEDSNILBHBUILHFEIZ PI(s) HFEFRSAAIL TALIE AT R UDI ITHE
OHEZLENHD, (HEB/SNIVIZEREIZH PI(s) ARTRSNATLEITNIE UDI 2 PI(S) A&
FNEHETE|NEEZTRLY,)

2.2. What PI(s) should | use on our device packages and labels?

2.2. BHBDEES) PSNIS) 2[4 EDPIS) FEHTEIDH?

There are a variety of reasons manufacturers put Pls on device labels and packages (e.g., to
support their own product tracking strategies; to comply with other regulatory requirements;
etc.). The U.S. FDA UDI Rule does not require any specific PIs. It simply requires that whatever
PI(s) appear on the device label or package (for whatever reason) must also be included in the
UDI. Consult with your regulatory compliance and/or quality teams to decide what PI(s) (if any)
should be used on your device(s).

ZREIER(S) IZEDWT, BUEA—H—(s) (L. PI(s) ZH4IRSAIL(s) VLA (s) IZRTT S (il
BHBOERNSYF T EIR(S) BRI, o ARAILSN DR HIER(S) ~DEFEM, HE.)
L2%. KE FDA UDI FBAICTIE, LWAEDEHED PI(s) HERLTULVEL, ER[EFIDOTILTH
Y, (WHEBIBRTHN) AREEDSNLBBVIEFEIZ PI(S) HFEFRSAAL. FTNDIE, BT
*E UDI ICHEHIBENDHD, BHER(S) ~(WETHE) ED PI(s) AT 5HIZEEL
Tl BHEBOERFEFTELY | T3 REF—L(s) ITHHKTHIL,
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2.3. What if there are several Pls on our device labels? Which do | need to include in the UDI?

2.3. HEEINIUS) LIZEHD PI(S) DEFRIATBEZELX? EAZF UDl [CEDAIELLD
?

The U.S. FDA UDI Rule requires that all PIs that appear on a device label or package must be

included in the UDI for that device (e.qg., if a device label includes expiration date and batch/lot

number, then the UDI for that device must include P1 segments for both expiration date and

batch/lot number).

L4232 KE FDA UDI FBAIICKY, #BESRNIL, FEEFBERICRTINSETO PI(s) #. 5% UDI
IEHBIEEFERLTNS, (Bl BBSNVIEABEASLS, Ay F | OvrBEENEEN
TS AR ERD UDI (CIE. ZhoERHARA. &V /\vF | OvrBESHD Pl T—4
EEORLTIELIFALY),

2.4. Is UDI required on every level of packaging?

2.4. UDI (&, 2 TDHELNILIZERZHSDH?

Yes, UDI should be on every level of packaging, except for the logistics unit.

EREND, UDI [ HBEALI=YE (logistics unit) ZBR<ETORALANILIZERSNS,

2.5. I have a UPN. Is that the same as UDI?

2.5. UPN Z#oTLV\B4, #7411 UDl LEHRIZEZ BDH7?

Not exactly. The UPN is a term coined by the DOD in the early 1990s and refers to either a GS1
GTIN oraHIBCC LIC. A UDI includes two segments: a “device identifier” (DI) and a “production
identifier” (PI). The GTIN (“UPN") can serve as the DI. The other UDI segment, “PI”, is required if
Pls appear anywhere on the device label or package. So if your device label or package includes
PI(s), then the UDI for that device requires not only a GTIN (“UPN”) but also GS1 Application
Identifier(s) to represent the PI(s).

EREITLDE, FSTIEALY, UPN &I1E.DOD {United States Department of Defense: KE {2
) AL 1990FERMEEITDIH-BF T I]RE. T1IEL GS1 GTIN $HBLME HIBCC LIC DELLH
3, UEDD UDI [, “#28E51F (DI: device identifier)” &, “8& A1 F (Pl: production
identifier)” M2DMER5(s) ITKYERESNTLNS, GTIN (“UPN”) (X, 2D DI ELTHEATES.
UDI DZDHDERDITHS “PI” (X, HL R INILHHNIBELIZ PI(s) ARTJSN T4
HEREINDG, FOoT BHEBINLHLWVIEIHEEIZ PI(s) NEFNTLSLL, TOXRNREIFD
UDI [ZIX,GTIN (“UPN”) IZIIA T, & PI(s) #XK3.GS1 7FUr—a @B+ (s)
(Application Identifier(s)) HE RSN B,

2.6. Can | use U.P.C. numbers as my UDIs?

2.6. U.P.C. &EE(s) # UDI(s) L TRHATEEH7?

For Class 1 devices -- yes. The U.P.C. number will serve as the UDI. Nonetheless, the
U.P.C./JUDI must still be registered in the GUDID with the required data attributes. (For other
classes, it will depend on whether the device contains additional Pl on the label or package.
Consult with your regulatory compliance team for additional information and guidance.)

ISR 1 (LVh) #EE(s) Hb x5, ®R UP.C. BEEA UDI ELTEATES. =1L,
U.P.C./UDI [ MICEREINDT—2EM(s) &&£IZ.GUDID ANEERLESTIEWLIFAELY, (FD
tDISRICELTIE, HREBN, SRNILHDNIEHEE LT MIZ Pl ZRRLTLEHNEIMIZE
%, BMEROCAAFORICEALTIE, BEBOERGIETF—LICHKTLIL.)

2.7. Where do | get UDIs for my products from?

2.7. BHEBIZHTE UDI(S) IZEZTAFETEZIDH?

You will be assigning your own UDIs under systems operated by FDA-accredited “issuing
agencies.” GS1 is an FDA-accredited UDI Issuing Agency, and you can use GS1 Standards for
your UDIs (i.e., GTINS).

FDA EERE[F®D “F1TH#EEI(s) (issuing agencies)” MVEREEYTHURATLA(S) &Y, BHEEA®D
UDI(s) ZAFTE%, GS1 [, FDA ZA[F UDI E£1THEAD—DTHY, BHEKD UDI(S) (i
GTIN(S)) [BILT.GS1 1Z#(s) #@ERATES.
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2.8. Do individual single-use devices (SUDs) packaged together need a UDI?

2.8. #EHDEENEF (SUD(S)) #as(s) Z#FELH/-MFEIZ UDI 5B ZEH7?

The U.S. FDA UDI Rule requires that the package containing the individual SUDs must bear a
UDI, but that the individual SUDs in that package do not (as long as they are of a single
version/model and not intended for individual sale). For example, a box of bandages must
have a UDI, but the individual bandages contained within do not. (NOTE: The exception for
individual SUDs is not available for any implantable device.) Consult with your regulatory
compliance team for additional information and guidance.

#5%. KE FDA UDI FHREJIZKY, fEH] SUD(s) 2B E T HHEIZIE, UDI NERSI DL EE
FD@EAD SUD(S) IZIFFNEFERLAL (=L, ZOREPIZE, A—D/N—3> RIEET
LDOANEFNTOT ERDORFLZERLTILVRNE), EXIE BB (s) OF/BICIE uDl A
BEREINAD BEFOER OMEAI(S) ITFERShGEL, (EE: EBOAHBRIRCREL T,
8% SUD(s) THoTH BRIFREEGESELY,) SHLAERFEROTAF U RIZELTIE B
HBOEREETF—LITHKT DL,

2.9. Do repackaged products require a UDI?

2.9. BfFEIH /- (repackaged) FAA(s) /= UDI [FEKZHBH?

Yes. The U.S. FDA UDI Rule speaks to “labelers,” and the definition of “labeler” includes "any
person who causes the label of a device to be replaced or modified with the intent that the
device will be introduced into commercial distribution.” Consult with your regulatory compliance
team for additional information and guidance.

BRSNS, =% AKE FDA UDI AT, “SA5—(s)” ITERLTEY. D “SA"5—" D
ERICT “DEIRBDINIVICH L, EDHGFEBH X RBIZREBELEZ/FoT - FNILLEYE
BLEYTSEELT 28T, SoRHEMNBEROCHAIAVRIZEALTIE, BEBOEREESTF
—LIZHEKT DL,

2.10. Do repackaged products have the original manufacturer UDI or the repackager UDI?
2.10. Y-/Vwo—= (repackaged) EA/=25(S) 1E TV FINEEA—H—D UDI & Y- /Vvor—
S—D UDl DELLE@EHFT EDH7?
It will have the repackager UDI. According to the rule, a relabeled device needs to be
distinguishable from the version/model that bears the original label and repackagers are
responsible for their own labeling. Therefore, the rule states that repackagers are not permitted
to use the UDI assigned by the original labeler.
WRY - \r—Uv—0 UDI ZFEATH. AFMRACELDE ) -INILENT-HRE F)DF
L SRNLD B EN =R RN—D3 RIEETILISH L THEINSNDIDELHY. ) -1 \wir—Dv
—(s) X ZDBEINILTITHTHEREERD. FoT HERATIE Y- \w7r—Uv—(s) [
FVOFI-FRF—IZEKYEY B TOoNT- UDI OFERNEIETh TN,

3. LABELING
3. IRYLYT

3.1. Did the U.S. FDA UDI Rule mandate specific barcodes or AIDC methods?

3.1. %3 K/F FDA UDI #HYIZLY, HFED/Y—T—KS) 12 AIDC Fi&(s) F&FIEL TLBH7?
No. The U.S. FDA UDI Rule did not require a specific barcode or AIDC technology. The rule
only requires that the UDI be presented on the label or package in both human-readable format
and an AIDC format.

LTULVELY, 23 KE FDA UDI REAIE, FFED/A—a3—F1> AIDC EfiEERLTLVEL,
LML UDI (F HRINIILOEELIZ, AR (human-readable format) & & U
AIDC (Automatic identification and data capture: BEIFEES IV T—420E) X OMEA TR
TEITERLTVWDIDAHTHS.

3.2. Can RFID tags be used to comply with UDI?

3.2. RFID #J(s) DEHT UD| [ZZEMTEE57?

The rule does not require or prohibit any specific AIDC technology.
LEMAITIE HED AIDC HMZZERLIZYEIELIZYIXL TV,
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3.3. Will my U.P.C. barcode satisfy UDI labeling requirements?
3.3.UP.C. /V—T—FT UDI SNYLTEK(S) Ziti/E TEEH7?

For Class 1 devices -- yes. Pursuant to the rule, Class 1 devices marked with a U.P.C.
barcode on the label are considered to have met the UDI labeling requirements. (The U.P.C.
number will serve as the UDI — which must still be registered in the GUDID with the required
data attributes.) For other classes, it will depend on whether the device contains additional
PI(s) on the label or package. Consult with your regulatory compliance team for additional
information and guidance.

P22A 1 (W) () GomELTLS, HFZMAIRK-T SNILET HB UP.C. /N—a—
FIZTY—O3NT=05R 1 #38(s) £, 25 UDI SRNYUTEKR(s) Eimf=dHDEEZLND.
(2D UP.C. HEFIX UDI ELTHEATE T ERFARDT—2REE(S) £3#£I1Z,GUDID ~
ERITILELADHD.) TOMDISX(s) [CRALTIE MREBLS. TDINILELIFHEE LIS,
EBINT.PI(S) ZHFO>TLANEN L TRLESTLD., SHLEAEBIIF|RACTAF U XIZELTIE,
BB OERFETF—LIZHKT HIL,

3.4. Do the components or constituent parts of kits/combination products need a UDI?
3.4. FYNS) 10 TEF—232-TOFONS) DI R—FNS) PEEEE(S) /2 UDI 2V ER
Ehdsv
The general rule is that only the packaged kit/combination product needs a UDI on its label,
and that the individual devices contained within do not. However, there are special rules for
kits/combination products that are “properly marked with NDCs” (i.e., because they contain a
pharmaceutical). Consult with your compliance team for guidance specific to your products.
Lz —RRATK Bashiz®yb T avER—2a0-FOF VDA, VEDD UDI A
SR EIZRTEN, AEINLE 2 D#ER(S) ISIEERSNAGL, LHLEHLS, “NDC(s) 12&Y
BT —03Nt” FUb(s)/ aVER—30-TAFIN(S) 12T 2RI RI(s) BFEET S
Bl EXRZEL®H). BHE(S) ITHENGHCIF D RICEALTIE BRABOERGETFF—
LICFR#T DL,

3.5. Can we encode additional information in a GS1 barcode that is being used for UDI?

3.5. BMIE#HEF GS1 /\—3—F/ZT>3—FL,UDI EL TREBATEE57?

The U.S. FDA UDI Rule does not prohibit encoding additional information on the UDI data
carrier. GS1 US believes that the best practice is to encode the required Als first along with
the required HRI.

43, KE FDA UDI fRAIF EMDIEHRE UDl T—2-Fv7—ICToa—FFHBEEILT
LVELY,  GS1US [, EREND HRI (AREIAEEXF: Human Readable Interpretation) DHIIZ,
TV r—2a EAlF(s) EANRATIVI—RINTIVSEELS.

4. STANDARDIZED DATE FORMAT

4.

B 74+—<vhDiZE# L

4.1. What is the standardized date format in the U.S. FDA UDI Rule?

4.1. 2%43% K[F FDA UDI HAIIZHI1B, #ZZEH T T74+— T E?

The U.S. FDA UDI Rule adopted the standard YYYY-MM-DD as the standardized format for
dates on device labels.

L2%. KXE FDA UDI fRAIIZKY, YYYY-MM-DD #Z2#% #3ZS5~N)L(s) LD Bf(s) 2% T+—
<yhELTERALL:.

4.2. Is the UDI standardized date format the same as the ISO standard?

4.2. %45 UD| FEEDHZ4— VI LSO EELECEDH?

Yes — and no. The U.S. FDA UDI Rule adopted YYYY-MM-DD, which is an ISO standard.
However, the ISO standard also includes abbreviated date formats (like YYYY-MM), which the
U.S. FDA UDI Rule does not allow. Only the full ISO format is acceptable pursuant to the U.S.
FDA UDI Rule. In addition, the rule requires the dashes between the date segments, whereas
the dashes are optional under the ISO rule.

EITHY. FE5THAL. & KE FDA UDI BB, ISO BED—DTHD
YYYY-MM-DD Z#RALT=, LMLGAD, Hik ISO FEICIL, H5% KE FDA UDI HRAIAVEF
AIL TV, EfREE OB 74—<vks) Bl YYYY-MM) 3&A TS, %%, KE FDA UDI
FAITIE T£%GS ISO TA—TVEDAMNHFETSINTIND, MAT.ISO RAITIFZRARELR
S2TWAEABDEDF Y a(s) “-n M HFKREITEERIN TS,
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4.3. What if we don’t specify the day in our expiration dates (or production dates)?
4.3. [EHHRHAS) (E-IFEERT—) ICHICBFHELGVEEIFESLBDH?

The U.S. FDA UDI Rule requires that a day be specified in dates. Consult with your regulatory
compliance and quality teams to develop a strategy for specifying the day.

L%, KE FDA UDI fRBITIE HIRBET—4(s) ICHICEZEEET HELERLTLNS, HITH
RHEBRBEECH-Y, BEBOERFIEFTEIVRET—L(S) [TH#THIL.

4.4. When does the new date standard go into effect?
A.4.0VD9'5, 2%, B ITIEEDEFHIESNEDH?

Dates on labels will have to be in the new format no later than the date on which the label of the
device must bear a UDI. Consult the compliance schedule (see question 7.1) for the timelines,
and your regulatory compliance team for additional information and guidance.

HIRBEDSAN/LIZ UDl BP0 BRSNS HIZ/E BIH(S) 25R)IL(S) EISEHI4—<YMIT
RERTHE, ETHRTD21—ILIZEALTIX ZM1LSM(s) EX (B 7.1 31R) #3BOE,
F- EBMAREFEROHAF O RIZELTIE, BEABOEREESFF—LIZHERTSHE.

5. DIRECT MARKING

5. BEEY—FY
5.1. Do all devices need to be directly marked with their UDI?
5.1. £2TDHFH(S) IS XK UD| [CkB, EET—F T HWEH?
No. The rule only requires direct marking for re-usable medical devices that need to be
reprocessed before reuse.
WERL, HBRRATE BRATEETHY. EFFIICHBELSEL#S) |ISDHEEIT—
FUTEERLTNS,

5.2. Do implantables need to be directly marked with their UDI?

5.2. o) AHATEERERS(S) 1L, EN6D UD| [CTEEV—F DT ELEDBHEH7?

No. The rule states that implantables do not need to be directly marked with their UDI.
DERL, HBFMRBAITE TNLIEHIAHATREHSR(S) & UDI ICEYEEY—FUJTEHFER
BELTLVS,

5.3. When do direct marking requirements go into effect?
5.3. BEfEV—F T EHK(S) DIETFEHAEHIL?

Direct marking requirements go into effect two years after the UDI labeling requirement goes
into effect for a device [except for devices falling within the “Implantable, Life-Sustaining, and
Life-Supporting” category for which the direct marking requirements (if any) go into effect
simultaneously with the UDI labeling requirement for those devices (i.e., September 24, 2015)].
Consult the compliance schedule (see question 7.1) for the timelines, and your regulatory
compliance team for additional information and guidance.

EEY—XUJEKRK(S) (T RMREERIC UDI SRNYVITHERSNDBD2FERICHIRIND,
[fI5y: “1BHIAAHE Ean, BIUEMMBFHE" OHTI)—HEGS) L EEI—FIN (B
RKEINTWBBEEIE). TNHD UDI SR ERBRBIZERSND, (fil: 2015509824
B)] EBFHRTD2—ILIZEALTIE. ZMLSM1(s) EF (B 7.1 38) 25RBDE. F1-. &
MBI EIROCA A F U RICBELTIE, BB OERFIEFF—LITHEHRT 2L,

(o]

. FDA GLOBAL UDI DATABASE (GUDID)

6. FDA F'O0—/\JL UDI F—H~R—X (GUDID)

6.1. Who is responsible for submitting UDIs to the GUDID?

6.1. GUDID ~®D UDI(S) ML ILHEHDEFZFIFDODH?

Labelers will need to publish and maintain the UDI and the required data attributes to the
GUDID. *

SR5—(s) M. UDI LU, GUDID AEREINDT—2BHEZRHITL HEEFTILELH S,

6.2. What needs to be submitted to the GUDID?

6.2.GUDID ~/&, fi/Z#18H 3 & D57

Labelers will need to submit the UDI for each device along with a standard set of basic
identifying data attributes to the GUDID.

INT—(s) [T, /D UDI Z ERFHAT —2EIE(s) DIRELYMEHIC GUDID [TRET
BPLELNH B,
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6.3. What methods are available for reporting UDIs and the associated data to the GUDID?
6.3. UDI(S) HLU, ZDEET—5%,GUDID ~NEETBBEDTHHS) [ZI131E5BH B4

The draft GUDID guidance provides for publishing/reporting via HL7s Structured Product
Language (SPL) or via a direct point of entry website. The draft guidance also enables labelers
to designate “third party submitters” authorized to submit data to the GUDID on the labeler’'s
behalf (e.g., GDSN-certified data pools focused on healthcare such as 1WorldSync, FSEnet,
and GHX Health ConneXion).

FSTMRMD GUDID HAH U RATIE HL7(s) SPL Fizl& DT YA EBLI-EEANICKSH
T 1 MEZRBEELTWS, FSTMROAMFT VR F . TRT—(s) [TRHLT. ZDIRZ—D
£47ELT GUDID 12T —4%RH T 5 A2 545 “E=FIREE" OEMEFREIILTLS,
(l: NILASTRIT GDSN BET—%-T—IL(s) THS.1WorldSync, FSEnet, E7=1&, GHX
Health ConneXion 7% &)

6.4. Will the GUDID record PI information (such as specific serial numbers and lots) for every
item?

6.4. GUDID /&£, £2TDFATLD Pl (FFEDSYFIES(S) POvrEE(S) 4L FLRTBD
?

No. The GUDID only includes yes/no fields to indicate which PI(s) are included on the device.

The actual values for the PI(s) are not recorded in the GUDID. In other words, the GUDID

records which PI(s), if any, appear on the label of the device, but does not record any Pl values.

L%Ly, #E% GUDID (£, ED PI(s) BxtR#ERR LICRIREIN TSN ETRT . Yes/ No D7

1—ILE(S) DHERED. MRELD PI(s) DEFRDIE(s) [F.GUDID [TERELTIEWLVEL, F

WRZNIE 5% GUDID 21X, 3L, PI(s) B RRERDINILEIZRTFSNTULNIEL ED

PI(s) BNRREN TSN DEEERIEH L. TNo Pl DIE(s) TREFT HEFALN,

6.5. When do | have to submit our UDIs and data to the GUDID?

6.5. GUDID ~AD UDI(S) ALUT—HDIELHFFE]IZL?

UDIs and the associated data must be submitted to the GUDID on the same date that the UDI
labeling requirements for the device go into effect. Consult the compliance schedule (see
question 7.1) for the timelines, and your regulatory compliance team for additional information
and guidance.

R RHEZFA, 5% UDI SRNYVTER(s) OESFRIZ,BHIZ,UDI(S) BIUVEET—4ZRHT
5, BFHRTT1—ILIZELTIX BALSM(s) B (B 7.1 81B) 22BOE. F-. 8
INEIEROCHAF O RIZBELTIE, BB O EREETF—LIZHKT S L.

7. COMPLIANCE SCHEDULE

7. BFRT7Oa—IL
7.1. What are the compliance dates for UDI?
7.1. UDlI DEFH(S) I2?
The rule provides a compliance schedule based on post-market risk class. For each class,
there is one compliance date that applies to the labeling requirements, data submission to the
GUDID, and the standardized date format requirement, and another compliance date 2 years
later for the direct marking requirements. The compliance dates for each risk class/group are
provided in the table below.
BFRTO21—)LIE TREIRY - ITRER—RELTROONDG., EITRIEITINYUTE
K(s).GUDID ~DT—ARH. ELUFH BRI+ — Vb ERITHT S, —DDEFEHMNBERASN,
ZTO2HEZITEEY—F UV ER() EFANEEINTNS, BIRIIIR | TIL—TED
EFH(S) ZUTDORIZTRY.
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UDI COMPLIANCE DATES

UDI ZESFH(S)
CLASS 1
95R 1

Labeling Requirements
Data Submission Requirements
Date Format Requirements
IRV T ER(S)
T—HREER(S)

T3 74— IbER(S)

September 24, 2018 (5 years after
publication date)
20184F09F 248 (F77HL Y5 E)

Direct Marking Requirements
EEY—FUTER()

September 24, 2020 (7 years after
publication date)
20204098248 (FE/THL YT E#)

CLASS 2
95R 2

Labeling Requirements

Data Submission Requirements
Date Format Requirements
2RV TER(S)
T—HRHER(S)

T8 74— ILEK(S)

September 24, 2016 (3 years after
publication date)
20164509248 (FE/THLY3EHE)

Direct Marking Requirements
EEI—FJTER(S)

September 24, 2018 (5 years after
publication date)
20184F09F 248 (F77HL Y5 E)

"CLASS 3
952 3

Labeling Requirements

Data Submission Requirements
Date Format Requirements
2RIV TBR(S)
T—HRHER(S)

T3 74— IbER(S)

September 24, 2014 (1 year after
publication date)
2014%509R248 (BTHLYLERE)

Direct Marking Requirements
EEY—FUJTER()

September 24, 2016 (3 years after
publication date)
2016%E09R 248 (FE/THLY3EHE)

DEVICES LICENSED UNDER THE
PUBLIC HEALTH SERVICE ACT

e k2 NGV ZN R L NS Date Format Requirements
SERVICE ACT) [CTH#HAIShI-RE EVIPTE S0

©) T—SRHER(S)

T3 4= ILER(S)

Labeling Requirements
Data Submission Requirements

September 24, 2014 (1 year after
publication date)
2014409R 248 (FE/THLYLERE)

Direct Marking Requirements
EEI—FTER(S)

September 24, 2016 (3 years after
publication date)
20164E09F 248 (F77HLY3EHE)

RN NI RISV ORaN[El - | abeling Requirements

OR LIFE-SUSTAINING DEVICES Data Submission Requirements
1R ahAH B, A AR, EATEER(S) Date Format Requirements
T—2RHEER(s)

T34 —JLER(S)

September 24, 2015 (2 years after
publication date)
2015409248 (R/THL R EHE)

Direct Marking Requirements
EEY—FJTER(S)

September 24, 2015 (2 years after
publication date)
20155098248 (F/THL R FEH)

DEVICES NOT CLASSIFIED AS
CLASS 1, CLASS 2 OR CLASS 3
95R 1~3 OULThIZEHEShE
L VBERR(S)

Labeling Requirements
Data Submission Requirements
Date Format Requirements

SRV T ER(S)
T—RRHER(S)
T—3- 74— IER(S)

September 24, 2018 (5 years after
publication date)
2018%F09R 248 (F/THLYSEH)

Direct Marking Requirements
EEX—FTEKR()

September 24, 2020 (7 years after
publication date)
2020%F09A248 (F/THLYT FEH)
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7.2. What about existing inventories? Do manufacturers have to remark them?
7.2. BWHDHEES) (FESLBDH? FEXA—DH—S) £, Fh6FV—ILLEEIHESTIEFZL)

DHY?

Generally, no. There are two exceptions for existing inventories:
— B BEGL, BHEDEEISHLT2DODBKRIN(S) 1¥H5:

A device that is in commercial distribution prior to the applicable compliance date does not
have to comply with the final rule.

o WMRHEF|N ETHAICEERBSEONATVSGEIL AEFRERBEETLLEITRLY,

« Devices that are manufactured and labeled before their compliance date have an exception
from the rule. (However, this exception expires 3 years after the compliance date for that
device.)

o MRETFHURNEHESNINILENTLDHRR(S) X ARAF RN BRI ENS, (LAL
EHG, RRRIME A RESFADIFRIZEINT S.)

Consult with your regulatory compliance team for additional information and guidance.
OB ERERCHAF D RICEAL T, BREBOERFETF—LIZHBTHIL,

QUESTIONS ABOUT UDI & GS1 STANDARDS
UDI &Y GS1 EZE#(s) ~DE(s)
8. GENERAL
8. —f&
8.1. Can | use GS1 Standards for UDI?
8.1. UDI A/- GS1 fZ#(s) #RZBH7

Yes. GS1 Standards have been recognized as a permissible format for UDI.

25, GS1 {Z#(s) (. UDI BIZHAESNfz7+—I v THS.

8.2. Is GS1 US an issuing agency?

8.2. GS1 US /&, #E1THEID— D57

Yes. GS1 Global has been accredited by the FDA as a UDI Issuing Agency (which covers all of
the local GS1 member organizations such as GS1 US).

Z3TY. GS1 7B8—/3LiF FDA &Y UDI ETHEAELTEASN TS (EhizkY, GS1

US 8T T RTDH GS1 A/ N—H#A#i(s) MFEITHRIL D).

8.3. What is difference in brand owner versus labeler?

8.3. ISR —F—ESNS—DEL?

In the context of the U.S. FDA UDI Rule and GS1, these terms are interchangeable. Brand
owner is a GS1 term and Labeler is the FDA term.

L3%. KE FDA UDI BAIB KXV . GS1 [2&bE INLIERAFICERATES, IS5, -F—F—
(F.GS1 FETHY. INZ—IF . FDA FEETHS.

8.4. What tools does GS1 US offer?

8.4. GS1US 25/, 150 /—/I(S) HIEHIHEDLH?

GS1 US has a dedicated web page of specific UDI resources (like at UDI Quick Start Guide,
UDI Poster, etc.) that can found at http://www.gslus.org/hcudi An implementation guide with
detailed information for how to use GS1 Standards for UDI will be released soon and published
on that web page as well. In addition, GS1 US offers on demand and live webinars, and a
variety of impactful materials such as the Healthcare GTIN Allocation Rules and case studies,
all available on the GS1 US web site. GS1 US also offers an online system called Data Driver
to create GTINs and print barcodes.

GS1 US [, UDI JY—X(s) ELTEA®D I R— http://www.gslus.org/hcudi
{http://www.gslus.org/industries/healthcare/gs1-healthcare-us/fda-udi/already-a-member) %
£-oTLV% (UDI 9499 -RA—b-HAF UDI RRA—7E), UDI ELT.GS1 Z#(s) LD
FONERATEINEHREHKICFF R T HERAARLFE. TDVT ETISIZAMTS.
{http://www.gslus.org/industries/healthcare/gs1-healthcare-us/fda-udi/udi-quide) Ff=,GS1
US O xT - HArLET 2 TIVREEUSIATDDT - 23F—(s). £z, "NILRZTT GTIN
M ERRAI(s), © FEHIAR(S) BENETAFAEE., GS1US X Ff=.GTIN ERE KLU/ N—2
—K(s) EMRIDABD, “T—%-F54/3— (Data Driver), EE54 2540V AT LERHELTLY
.
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8.5. What does it cost to be a member of GS1 US?

8.5. GS1 US DA/ Y—EH/IL?

Consult the application pricing model on our website
(http://www.gslus.org/get-started/im-new-to-gs1-us) for information about pricing for a GS1
Company Prefix, Partner Connections, and/or belonging to the GS1 Healthcare US Initiative.
GS1 FEFEEQ—F . /NA—brF—-ar723(s) BFY | F=IE.GS1 ANVRTT US AZLFT
17 I1CET5EARBRIE. GS1US OozTH A+
http://www.gs1us.org/get-started/im-new-to-gsl-us #ZHB0DE,

9. IDENTIFIERS

9. FAIF(s)
9.1. I have U.P.C.s on my products. How do get | GTINSs?
9.1. A#3(s) HD U.P.C.(S) FHFoTIL\BH, EDLS/Z GTIN(S) FHZT BD5H?
You already have them. The identification numbers encoded in your U.P.C.’s are GTINs. They
are 12-digit GTINs known as GTIN-12s.
T TIZ,GTIN ZHFH-oTWAEEITHS, FD UP.C(S) IZTva—KREnf=#ANES(s) h.
GTIN(s) ThH5. Fhi( 12HD GTIN(S) THY,GTIN-12(s) ELTHDNTINS,

9.2. Do | need to request continued use of my Labeler Code if my GS1 Company Prefix embeds
it?
9.2. G#if#D GS1 FEEXEFI—FIZ, GNF— -TJ—FHFARAEN T BEEIL, Bl FEKRZL
LS TIEMF L 5Y?
Yes. If you want to continue using a GS1 Company Prefix that embeds your NHRIC Labeler
Code, then you need to request continued use of that NHRIC Labeler Code from the FDA.
(FLy, BfEBO NHRIC IA_S—O—F AHARAENT GS1 FEEI—REHRGEHERT IR
[E.FDA IZRLT. &% NHRIC ZRS— O—FO#GEAEREZTILENHD,

10. DATA CARRIERS

10. T—2-F¥)T7—(s)
10.1. What is the best barcode to use?
10.1. EoELB@EHIZEL /= Y—T—F/L?
Individual organizations must select the data carrier(s) that is best for them considering the
constraints of the application, including the type of device, size, use, and scanning environment.
In the global healthcare industry, there is a movement toward the use GS1-128 and GS1
DataMatrix as a best practice. Nonetheless, other GS1 barcodes, including GS1 DataBar and
Composite, are still available for use and perfectly correct for use now and in the future. GS1
Healthcare US will soon be releasing an implementation guide for using GS1 Standards for UDI,
and it includes detailed information and instructions for each of the various barcode options.
BEROIMT YA X FERORFrVREGEZETHIKN() #EFEL-LT BRBICREL T
—A-Xx)T7—(s) 2B RTHE, JO—NILEANLATTEEIZBNT, GS1-128 ¥ GS1 7
—5 TR ADERNEATING,  EIFVAAMIZH GSL T—EN—BLVEHIURILGE
M GS1 N—a—K(s) (X FEEATMETHY, FHRITH>THEATRETHS. GS1 AL
A7 US [F. F34K UDI OFf=hD GS1 1F#(s) FRAAAMERITI S ThIZLY, BFE/N—
O—RICEAL T, FEMER AL I, EAERBA(s) ZIRIT 5.

10.2. What is difference between an ISO 128 and GS1-128?

10.2. 1SO 128 & GS1-128 DELV/L?

The ISO 128 is like a “generic” standard. The GS1-128 is specifically designed to accept GS1
data structures (e.g., GTIN; batch/lot number; expiration date; etc). Encoding GS1 data
structures in an ISO 128 is not compliant with the GS1 General Specification and will fail
verification.

ISO 128 &, “EIEMI7E (generic)” #Z2#THD. GS1-128 (X 4FIZ.GS1 T—2HEE(s) (Hl:
GTIN./\vF /| OyrES ERERE. GLE) 2FERATH-OICEFESNT-. GS1 T—4HiE(s)
%.1S0 128 NI a—F¥HE(L GS1 BEMRICIFERMLTELT RFEICHRLAL,
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10.3. Will the GS1 DataMatrix be too small to scan?

10.3. GS1 7—H- VAU IR L RF+>FBDIZINETE%51157?

The GS1 Data Matrix can be scanned using a camera or imager scanner (not a linear barcode
scanner). It will be able to be read successfully if the GS1 General Specifications are followed.
GS1 T—43 TRV I RIE AATPEBRRFvF— (J=F7—-/\—a—F-RF¥F—TIEALY)
ZHEALTREvTESH, GS1 BEMBKREICENLTUONIEL EEICHRAMOENHESD.

10.4. Do | have to include UDI data under the barcode even if it appears elsewhere on the label
(e.g., expiration date)?
10.4. SARSNILIC, BB T—5 (B FFEHR) HZF RS TLAL FD UDl 7—xF /\—3
—KRD FIZHIRIL 74 TIFU TN D HY?
Information printed below or beside a barcode is referred to as Human Readable Interpretation
(HRI). (The U.S. FDA UDI Rule was silent with regard to this information.) In general, the GS1
System requires printing HRI for all of the information encoded within the barcode. However,
this may not always be possible due to many factors such as the type of item being marked,
intended use of the item, available space, etc. If it is not possible to print all of the HRI, Figure
4.12.1 — 1 in the GS1 General Specifications provides guidance to help you determine the most
appropriate course of action. GS1 US believes that the best practice is to encode the required
Als first along with the required HRI.

N—O—F O T P#EICEHRIEh 21E#R (X, HRI (Human Readable Interpretation: AR A% 3XF)

EIEEND, (45 XE FDA UDI B8 Tl AERICHLTE RLTLVEL,)

—fi%I2.GS1 Y RTLTIE N—a—FIZZoa—FEN=1ERIT. £ET HRI ELTHIRIT5E2E
RKLTWS, LHLELS, AREERDIMT ERRR BNAR—RGE, SHDODER(s) I12&Y,
COHRINEICHESHIFTIEHGEL, L. 2TOH HRI ZEIRITEGRLDES, GS1

(GS1 General Specifications) ® “EK 4.12.1 -1 (Figure 4.14.1 - 1), #3RBL. &xELET7 3
VEEINT D, GSLUS (L. ERShfz Al(s) EEITHRI #FTRTIVO—KRTEBENRBDE
WATZEELS,

11. DATA SYNCHRONIZATION

11. DATA RIiE
11.1. Will GS1 US feed the GUDID for my company if | use Data Driver?
11.1. F—4-FZ+4/Y— (Data Driver) ##&/F 7 #1/£.GS1 US 4 GUDID /[ZT7—HF#HTED

?

No. Data Driver is a tool/utility that a small-to-medium manufacturer might choose to use to
generate GTINs and print barcodes.
LWWZ, T—%-FE54/3— (Data Driver) &, F/NMREDQRIEA—H—H, GTIN(s) ZAERL. /N
—3—K(s) ZHIRIT 51=OICFERTHEMTEIRTHTHSIV—IL | A—T4)TATHBEER
2.

11.2. Will | be able to use the GDSN to submit my UDIs and associated data to the GUDID?
11.2. 5 UDI(s) & B 7—#%.GUDID /Z#EH 9 3BZ,GDSN ZF@HAL TERL Y
Yes, based on our preliminary review of the draft GUDID Guidance. Although more specific
information will likely be provided by your GDSN-certified Data Pool once the guidance is
finalized, the expected process is:
[FLY. GUDID AAFVREZRANECH FRATELHEFIEHT S, LALANS HAEURN
BREMITIENIEL GDSN BEFT —2 T—ILICE > T, SHICHALERASREShZLDEER
2.
* The labeler would designate their GDSN-certified Data Pool as a “third-party submitter”
authorized to submit data to the GUDID on the labeler’s behalf.
¢ INF—(I. B GDSN BEFT—H T-IE “E=FRHE" LLTHEAL. HBEINT—(9)
DR1TELT GUDID ADT—2REHESEHENHESD,
* Then, the labeler would register their UDI product data with the data pool and instruct them
to submit the product data on their behalf to the GUDID.
o IO T RRINT—(L, WER UDlI HET—HELHET 2 T—ILICEFEL RoDORITELT,
GUDID ~HGT—4ZIRETHLIETT 5.
« The Data Pool would then convert the GDSN message to the FDA-required HL7 Structured
Product Labeling (SPL) format, and register the data with the FDA GUDID.
o BT —2 T—ILIE.GDSN Ayt—I% FDA NERYTSH HL7 SPL T4—<vhIZEHL
1=1#%.FDA GUDID ~H#%T—42%&8%9 5.

ALL CONTENTS COPYRIGHT © GS1 US 2014 PAGE 20 OF 30



e
@T U.S. FDA UNIQUE DEVICE IDENTIFICATION (UDI) FREQUENTLY ASKED QUESTIONS (FAQS)
us R2.3 (MARCH 11, 2014)

QUESTIONS SUBMITTED TO THE FDA UDI HELP DESK BY GS1/GS1 US
GS1/GS1 US &£UY,FDAUDI ANILT - TRIOANRHEINT-ETE(S)

This section presents questions that GS1/GS1 US submitted to the FDA UDI Help Desk. The
answers in this section are the FDA's responses to those questions. Every FDA UDI Help Desk
response was accompanied by the following disclaimer:

DX GS1/GS1US A FDAUDI ANV -TRIICIRHELEZERM(s) 79, hbITHT
BZAREITRYEE(S) (L. FDA KYDHLDTHS., £TDH EDAUDI ANVT - FRIKYDIREIC
(F LT OREFENFIMEN T,

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that
represents my current best judgment but does not constitute an advisory opinion, may not represent the
formal position of FDA, and does not bind or otherwise obligate or commit the agency to the views
expressed. Staff prepared this communication in response to a specific set of facts submitted in a
specific inquiry. You should not extrapolate this response to different or broader circumstances. This
communication is intended for the exclusive use of the recipient. It may contain information that is
protected, privileged, or confidential, and it should not be modified. If you are not the intended recipient,
any dissemination, distribution, or copying is strictly prohibited. If you think you have received this
communication in error, please immediately delete all copies from the saved sources and notify the FDA
UDI help desk by direct reply to this email immediately.

CMF(E(F, 21 CFR 10.85(k) (BISHMER) ITi->THY, ELRLRETHS, ChiF REFORKRICE 5%
BOHETHY. BIEMERERT LD TIILS FDA OARIIIFERATHLDOTHE F= NE(GS) ITEALT. &
WEAAERFILI-Y, EBFHELY. HELEYTEH0TEHAL., RESHISEOHEBMICREAL T S#EAREICKVE
RBEMNERSN, REEX FEEOABTHRLGIBREMALLY BREREZLENIE FRARRK. CO
ZEDREEDOHERNRELTNS, FARICEK RESN- EHEZEAON - TEE BBOFRESLESL
HY NBLZEBLTELTEL, HL HE>TINEZZELERS R ChEARLEY BALEYIE—THILFE
BARICEIEEND, L. ChERES>TRELLEEASLL, IS REE(S) MEETOIE—(S) ZHIKRL. &
A—ILADOEHERET FDA UDI AT - FRIIZHSE TLV=12E LY,

12. ADDRESS FOR REQUESTING RETENTION OF NHRIC LABELER CODE
12. NHRIC SRS—-a—FO#HEAERDIEL
12.1. Please provide the FDA email or the FDA mail address to request retention of NHRIC
labeler codes as per the FDA UDI rule of September 24, 2013.
12.1. 2013 409 524 H#{17D FDA UDI #HEI/Zf> T NHRIC SANZ—-T—HNs) DRIFERZLE
HFE/dD FDA D e-mail HBLEL, 1ZAFIE?
A labeler who wishes to continue to use a NHRIC number on the label of a medical device may
submit a help desk case through the UDI website at www.fda.gov/UDI.  An FDA UDI Help
Desk analyst will then respond to that help desk case with the information that needs to be
submitted in the NHRIC request. All requested information should be sent to the FDA by
directly replying to the email from the FDA UDI Help Desk analyst. The NHRIC requests must
be submitted no later than September 24, 2014. Please see the attached form* for

instructions for requesting continued use of an assigned NHRIC labeler code.
* The form is provided in Appendix A.

EEHIRDINILLIZ NHRIC BEESOMGHEREFLETHI55—(L.UDI DxTR—,
www.fda.gov/UDI Mo ANIVT - TRORGEELTIRET S, TNEZITT.EDAUDI ALT TR
2 HEEEFNHRIC EREHICDEGERZRHTS. ERSNLE2TOEHRE EDAUDI ~
W - TROBHEIVD e-mail ITEERIETS., =ik NHRIC E3R(s) 1&,2014409H24H
FTITRHEEINGLTIEWLFAL, 5EZX5f- NHRIC SAS— a—RO#ERAERICETS
FEE(S) (X RO TA—LHZEELTLNS,

* B Tr— L1 BBRHE A FLTEHLTS,

13. DATABASE OF UDI HELP DESK QUESTIONS AND RESPONSES
13. UDI ALVT-FRY OBRI(s) BLUEFALIZHTREE(S) T—AR—X
13.1. Will the FDA publish all of the questions to the UDI Help Desk and responses? And if so,

how soon?
13.1. FDA /£, ANT TRIIZH T BETDERAS) KLU [EIES) FLFETEDHI? €L, TE3D
5LV D7?

The FDA UDI Help Desk intends to create publicly available Frequently Asked Questions.
However, there is no indication when this will be available.

FDAUDI AL -TRIIE FAQ Z—RIZARTS2EYTHS, LHLELLS, ZORHIERE
THb,
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14. DEVICES WITHOUT UDI MARKINGS TODAY

14. B AT UDI |RSNTULVELVEEZR(S)
14.1. I'm a distributor. I've seen devices without (UDI) markings. What should we do?
14.1. Wi EZ LY DEGH.UD| Fn(s) HHELEZS) F2 D17 ET L DH?
The requirements of the final rule apply to medical devices put in commercial distribution after
the applicable compliance date. The first compliance date, by which class Il devices and
devices licensed under the PHS Act must bear a UDI, is September 24, 2014. Therefore, there
are no devices in the United States that currently require a UDI on the device label.
ERBRER(S) (T3 5EFHLURICERICREONIERERE(S) ITEASND, &1
DEFHIT. VTR 1 (ZA) #38(s) BEUPHS Act (REIRARBIEZE) DHES/EVRESNTZ
HEaR(s) NRRTHY.20145F09A248I1Z UDI BEIDRBE[M o TLNS, FoT HERAT.
BERINILEIZ UDI ZEREINTULSHEER(S) [F KERIZIEARLY,

15. HUMAN READABLE INFORMATION UNDER THE AIDC
15. AIDC T AR AIERIEHR
15.1. Must the UDI information encoded in the AIDC be displayed under the AIDC (barcode) even
though similar information appears on the product label itself, e.g. expiry date?
15.1. AIDC (/V—3—R~) /ZZ>3—FE#a /= UDI 1E8RELEUDIEED . Zig ZN/LLIZHR RS TL)
/=L TEAIDC D FIZE R LGS TIEUOF L DH?
The UDI must be presented in two forms: easily readable plain-text and automatic identification
and data capture (AIDC) technology. Therefore, simply having the lot number and expiration
date, for example, on the device label will not suffice as this information is not presented as the
UDI. The UDI, in the correct format, must be on the device label as required under 21 CFR
801.40. Please see Appendix C in the GUDID guidance document available at
www.fda.gov/udi.

UDI (& BEICHEARYATEELEFESETFAS LU AIDC HEHfTD2 DD T+—L(s) TRELAEL
TIEWNFEL, o T HIRIE HEAHESNILLEIZOVESB IV FERBERBE DA RTINT
WBIEE. INbIE UDI ZRTICIE+5 TIEAEL, UDI OIEMLEI+—TvbElE 21 CFR
801.40 {(UDI DI7A—L) IZKYBERINDEY, R/ INILLERTTHETHS. GUDID A4
FOZADMERE C #SBNE www.fda.gov/udi

16. US FDA UDI DATE FORMAT AND GS1 APPLICATION IDENTIFIERS
16. RE FDA UDI Bt 74— ybE LY GS1 7 r—ar @il +F(s)

16.1. What impact does the US FDA requirement for the use of an all numeric “YYYY-MM-DD”
date format in UDI have on the format or use of the GS1 date-related AIDC technology
Application Identifiers [e.g., Al(11) Production Date, Al(17) Expiration Date, etc.]?

16.1. %3 UDl ZERIZHIVT £2THF/IZLS YYYY-MM-DD ” UDI Af#Z74+—vwr £ GS1 D
H{7185& ADC il 77 or—>3 8 FS) ISEDLSG1/OREFSEZ B4 [ Al(11)
HEH A7) BEHRE, 5E1?

There is no impact on the use of GS1 date-related AIDC technology Application Identifiers [e.g.,

Al(11) Production Date, Al(17) Expiration Date, etc.].

GS1 T—45EE AIDC BifinF7Z T r—a BAlF(s) DERIZE MDA /05250

[ AI(LL)RE R, AI(L7)EREARR A, A&,

Background & Rationale:
BRIV REMIERL:

1. The US FDA UDI regulation of 24 September 2013 selected a date format to be placed on
the label “consistent with international standards and the requirements of the European Union
and other nations.”

1. 2013%09H24B M. 13, KE FDA RFIL HARINILEAN “BEFFRES) O.EU BLU%Z
DHDE(S) DEK(s) [TEMLEZ" BHIA—<ybEERLT -,

2. The US FDA UDI final rule provides that all “dates on medical device labels intended to be
brought to the attention of the user” must be presented as a fixed length, eight (8) digit, all
numeric field composed of 4 digits for the year (YYYY), two digits for the month (MM) and two
digits for the day (DD) or “YYYY-MMDD". For example for the “October 15, 2013” would be
represented “2013-10-15". The dashes (or “hyphens”) between the digits are mandatory as
noted in the FDA final rule.
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2. %54 KE FDA UDI Ri&RAIE ‘EREBEINIL(G) LT 1—F—0FEEIKILEER
LTWBE(S) & 2TRFIST EEAH (YYYY), BE2H (MM). e, BIS5£26 (DD) |2
T.2FY “YYYY-MM-DD” LT BHIDEERICTHOOINGELTIEWGTELY,  fzEX &
“2013%10A158”7 %5, “2013-10-15" &5, BMFORDNATY (Ff=1E “Fvia”) (&,
3% FDA REMAICELTHIEY. BADLDTHS.

3. The US FDA has further instructed that a day must be part of this format and cannot be blank
or zero filled. (See section 801.18)

3. KE FDA [ BIZbT—2IZEALT. COI74—<vrD—EBTHY, ZHA00EL TIELMF7ELY
ELTLV%, (801.18 (EEMBINIL LD BRTA—TUR) SH)

4. In the recorded & noted discussion concerning date formats, the FDA stated (as is found in
Federal Register /Vol. 78, No. 185 /Tuesday, September 24, 2013 /Rules and Regulations
58797): “Thus the specified use of YYYY-MM-DD for “dates on medical device labels intended
to be brought to the attention of the user” does not affect the format or use of those dates when
represented in AIDC technology.”

4. B2+ —=vb(s) Y 5. iLfkSh, SN =3 TIE. FDA ALLTORYEHRL TS,
“k2T.YYYY-MM-DD @, “1—H—DFEE[/IBERZHEODEBEBIEFIINIL(S) LD BM(S)”
ELTOERIL AIDC Eifi CIREESNDIRIC, ENoB () DHZTA—IVEEIE FERIZE
ELAL,” CRESEIRLER / Vol 78, No. 185/ 29134098248 / #RAI(s) R UHREI(s) 58797
IZEEEDEY)

17. GUIDANCE RE: NHRIC AS THE SECONDARY DI IN THE GUDID
17. A4S >R RE: GUDID N, &= DI £&LT®D NHRIC

17.1. The FDA response to my question included an attachment.  The attachment stated that:
“In the GUDID, we suggest that you enter the UDI (from an accredited issuing agency) as the
Primary DI and the NHRIC as the Secondary DI — and by the applicable compliance date,
remove the Secondary DI (i.e., the NHRIC code).” However, the FDA GUDID Draft
Guidance to Industry states, "Cannot edit or delete [Name of secondary DI issuing agency]
after the grace period" (Appendix B, pages 34/35). There appears to be contradictory
guidance in these two documents. Please clarify which is correct.

17.1. FDA Y, H5 D51 Z2LEICL S E I L FDEIEZFFE  A1EZ#E ‘GUDID /50T,
FDA /&, & UDI (—DODEITHELYAFLEED) # F— Dl LLT EFA4HF NHRIC Z,
ZEZ Dl LLTASL, ELT 39 3EFHETIZ, £= DI (A #F NHRIC T—F) ZFH/E
FEFZEET S LAHL TS, LHLEDS, %H5% FEEFFIT FDA GUDID 14X
FIL, “WFHRE (grace period) M TH#.[F= D ETHEDEHD| WELHIBFELF L
(HEHH B DN— 34/35) LEL TS, CHAL2DDRFaXNsS) IZH T, RT3
BHGESHA TS, IELLVHBIZERRELL=L),

Please note that the GUDID draft guidance is a draft. Changes are currently being made in
the GUDID and changes will be made in the future. Stay tuned for updates in the business
rules of GUDID.

GUDID HAXVRAEE ETHACLICEET S, HEFMAT.GUDID ITLTEREZE(S) HMT
ORUTEY FFEMICEE(s) BMThhd, Hik GUDID DERME(S) WETKIR(s) £HEITE
ERGES
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18. FDA UDI AND GUDID TIMEFRAMES FOR TRANSFERRED PRODUCTS
18. REELI-EL5(s) IZ®T 5. FDA UDI LU GUDID MDBAL-ITL—L(S)

18.1. Manufacturer A is transferring several class 3 products to another Manufacturer (B). Is
Manufacturer A under obligation to load the GUDID with these products during or before the
transfer? Does the FDA have a timeframe for Manufacturer B remarking and entering into the
GUDID?

18.1. HEX—H— A X #DHD IF5X 3 #ygi(s) & MDEEX—H— (B) ~NFELLIELT
VS, HEA—H— A & HZEE(S) ZFET SEHSELIFIIC,GUDID [ZXLLEREA
T BEHELBEDH? FDA (L BEA—H— B 1% - 7—20 (SNIL) HLEUHRT—H
# GUDID ~NEH T B/=dDEALTL—LZEFFOTLEH7?

Under 21 CFR 830.330, the labeler of a device shall submit to FDA an update to the
information required by 21 CFR 830.310 whenever the information changes. The updated
information must be submitted no later than the date a device is first labeled with the changed
information. If the information does not appear on the label of a device, the updated information
must be submitted within 10 business days of the change.

21 CFR 830.330 (UDI 1F#RDIRHEH) (SR HEBRZDIN5—IL FDA [1Z¥L T, 21 CFR
830.310 (UDI IZERENDER) ITEYBERSNHERICER(s) NELIEEE BT EHIF
HMERHLGSTIILFAGRL,  HEREHFERIL BN RDICEHERTINILENSAITENS
CEGSREENGTIENTAL, 3L, ZOFEHRA EBRDOINILLIZRRESNGVGS, BEE
FERIT. EFHOL0EE A LANITRHEENGCTIRU F AL,
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"LIST OF ACRONYMS FROM THE U.S. FDA UDI RULE
L5%. K[E FDA UDI fFRAIFDEEFEE(S) JARK

AIDC automatic identification and data capture
g@]nnunﬁb;UT gﬂy

CMS Ce_?ter for M(iglcare & Medlqgid Services
ATATTEATATAR Y —EXE 52—

DI Devig:e Identifier
PR AT

DM direct marking~
EiEv—F2Y

EDI electrqnic data interchange
BFT XM

EHR electronic health record
BEBFHIILT[EEE-EREER]

EMR electronic medical re_zcord
ETFHRBICIIERIE

FDA Food & Drug Administration
KERREEMD
Food and Drug Administration Amendments Act

FDAAA FDASIE &

GAO Government Accountability Office
AREEERHERER (BFEER)

GDSN GJobaI [?ata \Synchromzanon Network
' 0—nNIILT—EREIER YT —5

GHTE Global Harmonization Task_Force
ERgFRTERESERE

GLN GJobaI I:ocation Number
Jgo—nL-as—3-F5

GMDN Global Medical Device Nomenclature
EREROERMGAE

GTIN Global Trade Item“Number
EFREREIE&A&I—R

GUDID Q!obal Lgnique De_\{\ice Idfantification Database
' Ba—/\JL UDI T—AR—X

HIE health information exchange
ERIEHRRIR

HIT health information technology
E&IT
Health Level Seven

HL7 ANJLR-LARN)L 7

LOINC Logical Observation Idg_ntifiers Names and Codes
ACAHILEREIDESSUVERE

MO Member Organization
A N—4R#;
meaningful use

MY A 371
National Drug Code

NDC SREZZI—F

NHRIC National Health Rglated Iltems Code
KEEEEFRI—F

ONC Office of th? National Coordingtor for Health Information Technology
ERXRERITHREE CRERERILE HHS £TF)

PHR personal [1ealth record
1B N\ 2 R EC £%

P production information or production identifier
BEER F-IE EERAF
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REID radio freq_uency identification
EHREEHE
SpL Structured Product Labeling
BEEREINIL
UDI Unique D_evice Identification
BB R0 F
UNSPSC United .Nations S'Eandarg Produg:ts and Services Code
EEEEFRRUVY—ERT—F
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IAPPENDIX A: FDA CORRESPONDENCE RE: REQUESTS FOR
RETENTION OF LABELER CODE

R A FDA DEIZE RE: SARS—-O—RDH#FGEFERAZER(S)

Instructions for requesting continued use of an assigned National Health Related Item Code
(NHRIC) labeler code
Y& Tohi= NHRIC CREERBEHRI—F) IRF— 3—FO#EERAERIZH T SHE5A(S)

Each request for continued use of an assigned National Health-Related Item Code (NHRIC) labeler
code must be submitted no later than 1 year after date of publication of the Unique Device
Identification System Final Rule in Federal Register, September 24, 2013, 78 FR 58785.
ZYETonf NHRIC CREEEBEHRI—F) SAS— 3—FO#EEREXRIL. £T. UDI Y RATLR
HARBIAKEEF IR (78 FR 58785) [TTFREINT-,20135F09A24B DIFLURNIZIRE LA TIE
LMFZRLY,

Your request must contain:
TOERIZIE LLTZEDESTIELFAELY:

* Your name, mailing address, email address, and phone number, if you are the labeler currently
using the labeler code.

o BEINT— A—RERAFEALTNEIANT—0, B FEFT.e-mall TRLRA BLUVEFEES.

» The owner/operator account identification you used to submit your registration and listing
information to FDA'’s Unified Registration and Listing System (FURLS).

 ABRBRELIVIRTAUJEHZ FDA DOHEFRIRAT1T -V AT L (FURLS: FDA's
Unified Registration and Listing System) N AEICERALIz. A—F— | ARL—2—D7F
AU RHERTER.

« The FDA labeler code that you want to continue using.

. MEERAZERT S FDA SAZ—-O0—F,

For all devices, send your request:
ETOHIR(S) [CRHLT ERDEY EIL:
* By DIRECT REPLY to this email

o KA=)L~D, BEIERIE

Please note: On the date that your device must be labeled with a UDI, you may no longer continue to
label it with a NHRIC number. However, in the interim, you may label your device with both a UDI
and NHRIC. Inthe GUDID, we suggest that you enter the UDI (from an accredited issuing agency)
as the primary DI and the NHRIC as the secondary DI — and by the applicable compliance date,
remove the secondary DI (i.e., the NHRIC code).

B HBEHBDOINILAD UDI BEfHESF B UURIZ NHRIC FEITTINLT HIEIFHEGL,
LAOLGEAD, ENETHM.UDI & NHRIC OBATINILT HEMNEES, GUDID IZFHLVT,UDI
(RATHENFKITLIZ2 D) 25— DI LT F/-.NHRIC 25 = DI LLTARNTHELZEDS. ZL
T R ESFEETIZ.EZ DI (Bl: NHRIC O—F) #%BE9 5.

However, you may continue to use a NHRIC labeler code in accredited issuing agency system as
long as you have registered that NHRIC labeler code with FDA. This registration must take place
by September 24, 2014.

LOLAEDS, ®E NHRIC SRT—-0—F% FDA [ZEHELTLWNIEL D NHRIC SR5—-O0—F%,
RDERITHREAATLOHBTRIGERATES, AFIRE 20145F09A24B FTITHRSNGTIELIT
ELN,
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PROPRIETARY STATEMENT
BEHRRICTOLT

This document contains proprietary information of GS1 US. Such proprietary information may not be changed for use with
any other parties for any other purpose without the expressed written permission of GS1 US.

AFFaAVMIK GSLUS OBEFRBEED. TOLILHEERFRIL GSLUS OEIMTORRMEFAIGLT thE(s)
MNODNGEEHBERICH EBELTHEAT A EIFHELRLY,

IMPROVEMENTS

FIITHDHRE(s)

Improvement and changes are periodically made to publications by GS1 US. All material is subject to change without
notice. Please refer to GS1 US website for the most current publication available.

GS1US [Z&5TIITYIDRA(S) (T EHMICHE -LE(S) SNTHEY, FELGLICERSNDIGEELNHD. HOHERICD
WTIE GS1US ARz TS ESEDE,

DISCLAIMER

REEHR

Except as may be otherwise indicated in specific documents within this publication, you are authorized to view documents
within this publication, subject to the following:

HERHITHOREDRFLAUNS) [TRIEDEDALEVRY, LTFOEEEHELT RHERHITHRDORF1 AV M) ZBE
BHIEMTES:

1. You agree to retain all copyright and other proprietary notices on every copy you make.
1. TRTCOEFES LV ZDMATFIEICETHIEN(S) TLHHZNEDHOWHEEICRBTIEICRET S.

2. Some documents may contain other proprietary notices and copyright information relating to that document. You
agree that GS1 US has not conferred by implication, estoppels or otherwise any license or right under any patent,
trademark or copyright (except as expressly provided above) of GS1 US or of any third party.

2. —EBDRFFAUN(S) & BEFFIAVMNITT HZDMTBEEICETHEEX(s) BLUEFIERREZEATVHSGE
MHd, AFF1AULFAEE GSLUS M BRHTHLIN. HAWIERE(S) F-IEZDMICkEMEMHT, GS1
US 3LLIEE=ZEFE DRSO, DIFF - EEH DT ZE/EE (LETHTRMNICRESNDIEEER) ICE IS EMRE
FEIFEMLEEL TGN EICRET 5.

This publication is provided “as is” without warranty of any kind, either express or implied, including, but not limited to, the
implied warranties of merchantability, fitness for a particular purpose, or non-infringement. Any GS1 US publication may
include technical inaccuracies or typographical errors. GS1 US assumes no responsibility for and disclaims all liability for any
errors or omissions in this publication or in other documents which are referred to within or linked to this publication. Some
jurisdictions do not allow the exclusion of implied warranties, so the above exclusion may not apply to you.
FHITHORBE “ZORFRADIKET” REHEENDIOTHY, AR B R THINZEHMDHT ERE-HEDBEMIZH TS
BEM(s) FEFRFICETIHRNRIL(S) ZETH. CNITRESAT . LOVESRILITHAEL, GS1US OWLWThD
FHTYLRMBICRERELGRNE(S) F-ILRIE(S) ZEATLDEENHS. GSLUS (T ZOFITHAIZEHT 5. HLLIL,
ENNBETEINVIITHEDMEFIAUNS) [CEENDLNEDHIRME(S) FEBRE) 20T —UIEEEEHLT. IR
TOREEREMET S, —EOREHIE(S) DES(s) TIHERMRIL(S) ORNALZERDHTHELT . LIzH>T R DRI A
ARF2AVMIRAEICHLTERSNGEWNEELH S,

Several products and company names mentioned herein may be trademarks and/or registered trademarks of their
respective companies. GS1 US does not, by promulgating this document on behalf of the parties involved in the creation
of this document, represent that any methods, products, and/or systems discussed or recommended in the document do
not violate the intellectual property rights of any third party. GS1 US has not performed a search to determine what
intellectual property may be infringed by an implementation of any strategies or suggestions included in this document.
GS1 US hereby disclaims any liability for any party’s infringement of intellectual property rights that arise as a result of

any implementation of strategies or suggestions included in this document.

ARF2AVMIERBEINIBHDER(S) BLURHAS) (L ELXDOE(s) OERS) RU/XIE ZFEIFR(lS) THHHEN
H%., GSLUS [ ARFF1AVIDERIZESLIZHEE(S) ITRDYARFF 1AV MERART HIEICE>T ARF LAV NTH
CAHFERITHRET DMRMONDAES) -BWE(S) RUIXIE DRTL(S) BLHDEEE=FDMMETEES) BRFELANILER
B9 5EDTIFAEL, GS1US (X AFFaAVMIBENDMOADEEE(s) FITIREFIE(S) ZEETHIEITEY, EDH
B EENRESNSFREMEAHINERTET HREBEEMBLTLVEL, GS1US [EIIIT ARFaAAVMIEENLASHD
BB&(s) FIFRERIE(s) 2EMLEBRELD. VT IO DEBEICKDHMMBEE(S) BREISOVT LIWVELEEEEEDL
WET 5.

This publication may be distributed internationally and may contain references to GS1 US products, programs and services
that have not been announced in your country. These references do not imply that GS1 US intends to announce such
products, programs or services in your country.

ATITHIE, EEMICERINDGEAENHY. KARF 1AV MAEDETIEARINTLVEL.GS1US OEG(s) -FaJ 3 A
(8) BLUH—EX(s) IZETBELiR(s) ZHEATWDIGEENHS, S5LIEER(S) & GS1US A& &(s) -TaI S A
(s) BEUHY—ER(s) ERFF2AVMIAEOETARTIERNHDLEBRT DLD TIHALY,

NO LIABILITY FOR CONSEQUENTIAL DAMAGE
REMREFCH T SRBERERE

In no event shall GS1 US or anyone else involved in the creation, production, or delivery of the accompanying
documentation be liable for any damages whatsoever (including, without limitation, damages for loss of business profits,
business interruption, loss of business information, or other loss) arising out of the use of or the results of use of or inability to
use such documentation, even if GS1 US has been advised of the possibility of such damages.
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B EEENEFEALEHERECS, LT ENEFERTERVCEISERLTEL S, LWHVEBIBE(S) (BEUINE(S) DIBK(S) -
FEOPE-BERFROBELEIIZTOMBXRICEATIEELZELH. INITRESNALY) [2DUVT, fzEX GS1US Mihhd
BEGS) NEETIAEEMEIZOVTHESN TWEATH>TEH. —UINEFEEDHEN,

IAPMO

IAPMO [Z2LVT (U.P.C. & UPC MD:ELY)

In this publication, the letters “U.P.C.” are used solely as an abbreviation for the “Universal Product Code” which is a product
identification system. They do not refer to the UPC, which is a federally registered certification mark of the International
Association of Plumbing and Mechanical Officials (IAPMO) to certify compliance with a Uniform Plumbing Code as
authorized by IAPMO.

ARRFaAVMIFEEH IS “UP.C (X BERBICATL “i—BmI—F (Universal Product Code)” DREEEEL THHE
AEhTWa, BEEET KEORMEFRE “EHREES #MEEHE (APMO: International Association of Plumbing
and Mechanical Officials), #% “#t—BECE#RE| (UPC: Uniform Plumbing Code),, ##%E5ET 5= 1T3 DR EET
—VEBHERT HLDTIFAL,
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