KEFDA-UDIG I ERKEZEEITT HHFEZEDUDIRFIENRZ 515
EHMSFES, HRDEERBIRA—H—ENSITRNELE

2017F4H21H

1]

WORLD
SYNC

1WorldSync Japan& F &%t
KE=PITEREMLAE KA




/N

1WorldSynclCDUNY T

- GS1&(F

AKEFDA UDIRRHI (CDULNT
1WorldSycdh CNFE TOEFEE
N SR G T RS ZE DR

— FDA UDI (Class IIAUClass I)
— UK NHS (Scan4Safety)

— EU MDR (EUDAMED)

HARDEREEEA —D— D&




1WorldSynclCDUNC

CONNECTING TRUSTED PRODUCT DATA EVERYWHERE



GS1&lk?

©: 0

= ARERIEANILE—-T)2yEIJLETA)ADNIM

= HFI150LL L DOEEHIEA ISR (GS1iNEE )
- BRXRIIENDRBEATLERAFE L 2—HGS1NE#ERE-GS1 Japan

= GS1DFEdE. RROEMNI—F-BFRBEMRN——F-Z XTI oRIL-
BF44)-EDI* T—RR—X (GEPIR-GDSNAE) [2&Y ., B FSAF—2D
MEAL-AIREEE R -HETH L

= FDARAKIZED=-TN\ARAa—FOERTHEETHY. EADGUDIDZEEET A
FLDIEIMNGCSINDA—KREFAHLTLS

= GSIMNEEY ST O0—/\ILEGIEHRRYET—I(GDSN) L. FDANEKRT S
F—AREBEXIEL. GDSNEFDARI DY AT L GEE L 1EE R A

*GEPIR(Z’E7): GSIEEHERRRY—ER
http://gepir.dsri.jp/modules/gepir/

*GDSN(P—F—IRIX):FO—/n\)L-T—42oo0F+4F—a (AL
= S o



http://gepir.dsri.jp/modules/gepir/

HRIZHTAGS1NEE A #

ASHEEYHR—N §
TBE - Huish "

GS1AZHEEYR— NI SE, lgz=sh, HHRD150 s B LD23DFRET.
1208 LD - AEMNGS1EREMA I — FaiFs5. BESXAFLAZFIALTWS,



1WorldSyncD %k FE

1WorldSync&GS1 @1 @1

™

1WorldSync
DYINL

GS1 US and Germany

- GSIZEMETE. EHE
o GSIZEEDL REE

TWorldSync
« TARAT—ILDEE
 BERTERIOT—AERE
Y 21— IR
AVYILTAUTH—ER

Global Data
Management




1WorldSyncl%20,000l LIS > RA—F -

B—RIN\—F11BHY —RX RO ENSDHE|%D
A=31=5« —h\EAY B EHMTSE SEmiBHRD
<Y hD—D7TY,

= f £ @

Rm>7>Y (IF#k) ZFEE - HRLEL, JOBRZS >
TIWICLET,

ERCESdEdmRHZh5wdEIBICHEIT. FHEDOHERI -
FBEDEE - HEAENDIEUWRHRRERBRREALZDLIDRVNE
S5UICBEUEY .




1WorIdSync0377r—737\

1WorIdSync(z£5’.Dd) D, 3IDDO-—-X[CLTYYUa1—
EI/%TE'f/\L/i@_o

5 11

DEY —
haa 7o

. NG - RE
. DIY/%@E

Sy
° — JpLs ﬁ g Hj omnE Channel Global Global B Communi ".
7 Catalo Content Content Engagement &
° 9+§ g Distribution Aggregation Enablement

) Content 2| . L 91 Product
[} .
E ﬁ — _X Capture & Bsta Quality Content
- Enrichment T Discovery
En Transparency & Compliance )

Product
Information . En Iljlem tSEtup &
Governance Product Insights aintenance

» BISAFI > L
- BRI TSA72R kG R
« ALTFVvXRIL. TSI

© 2016 1WorldSync Inc.

PRODUCT
INFORMATION

<
RECIPIENTS :! O
Retailers | eTailers |
sssssssssssssssssssssssssss o




HEDIRBN( BEER/EXKE )

me Walmart - < sSEARS HOLDING Se[ELT,

=Clark Corporation L

E— COLGATE-PALMOLIVE &Johnson
3M munx&‘ P

A FAMILY COMPANY

THE

Scotts HI]'&CIE‘GI'U dedicated to.a beautifil world

COMPANY . ?fampfc[/ Jbtlﬂ fom,oany
T i WD @ i
..m ConAgra Foods: e soodness e

] @ P"‘EPSIco MAL‘ANE &% ‘I\_O A
@ FEmar SAFEWAY €9, Q)7 Wepmans

Ingredients for life..

HERSHEVS 8 a
s o et g ) g 9
%ﬁgﬁ = pacTiv General Mills -
: A
Uniover W P& G
vrmeckit_t i
e TARGET. SUPERVALU W é:sog(gia::fgs
fﬂl_—\hold e SONY TESCO G eana BELOA i‘



http://www.conagra.com/index.jsp
http://www.kroger.com/index.htm
http://www.lowes.com/lkn?action=home
http://www.safeway.com/IFL/Grocery/Home
http://www.conair.com/index.php

10

DT ( BEER/ANNVAT 7R )

GALBERMA  YSPINAL  OMRON Al—"w"-e‘\;('é:'%D

« ELEMENTS

fohmon-fohon Jpleflex:  NUK Mzb;wf
§ <KC| Irich

EMEﬁSON u medical
&% Bristol-Myers Squibb *
¢ Bristol-Myers Sq
. a Abbott SIOMERIEUX (e Bayer HealthCare
OLYMPUS e
m’minverness medical NIPR0
Welce Allyn* DIAGNOSTICS..
Alcon’ medela +; .
e
BAUSCH+LOMB %HOllister B|BRAUN
o F—
‘; Reckitt wp Coloplast CooperVision™

Benckiser €1 Kimberly-Clark



FDA UDI FRHIIZDLYT

CONNECTING TRUSTED PRODUCT DATA EVERYWHERE



UDID B

s EEEBORE. FARICBNT, MBEHRITEEVRT
LZFEEITHLE

— ALEN DRI ZERIEEICT HTE
- ERESFICETOERGEMICET I ERAMARIZTHL

- ERICEIDEFEHE. [FHMOATLICHE T HERERICE

Fﬁl B9 SaLixa X9 7=0I<, BN DREILSNITTEE

12



UDI&I&

= IRTOEE#ZIIVDED)IZIZ. UDI(A=—IT /11X
ID) Z{FFELZ T NIEE SN,

* FDAODHARSAUIZEDE, UDIFEHREST INILEERE

2 (2R RStHE . FDADO Y O—/\JLUDIF—4R—X
(GUDID) [TIRHE T 5

= UDI = Device ID (DI) + Product ID (PI)

— TINARID(DNEIE., #EEBERDETIL, N—23 [T L THEFE
I 5(GTINTHINTHEMNZLY) — RETavT1EER

— 0493 32ID (PI) 2 GDEEDOYL, INYFFoN—
T ILFonN— BEB. BDHIRGE - F4FIVVER

]

13



RIVIZEIFBUDI¥ G EUDIT—2AR—X (GUDID)
’\U)iznn'rsﬁﬁ?m i

ERERA—N—E INILDOHISET —FN—RABHEDOEAZEHF T TSNS,

O = p—
_ INVTORT L UDIZNIL
I
i
v
<>
— — IIIJ (soe
== EDA D)

© 2016 1WorldSync Inc.



FDA UDI ayv7FS5A 72 RE

=

A

[}
|
i
v
Class Il devices
& stand-alone software
(Sep 24th 2014)

Life-supporting, Class IIl devices Class |l devices Class | &
life-sustaining devices  (reprocessed devices) (reprocessed devices) non-classified devices
(reprocessed devices) (Sep 24th 2016) (Sep 24th 2018) (reprocessed devices)

(Sep 24th 2015) A 4 (Sep 24th 2020)
A | | A
| | I |
I I I I
mm FY2017  |Fv2018 ' |Fv2019 | FY2020
I
| I
. - l
\J | I
Implantable, life-supporting, life- \ . ol *I
sustaining devices & stand-alone  Class Il devices & _ ulass),
software stand-alone software non-classified devices & stand-alone
Sep 24th 2015 (Sep 24th 2016) software
(Sep 24th 2015) (Sep 24th 2018)

 Year 1: Class lll and devices licensed under Public Health Services Act
 Year 2: Class ll/l implants and life-supporting/sustaining

 Year 3: Class Il items

 Year 5: Class | and items that have not been assigned a class
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FDA UDIMLERSINST—4IHE (6415H)

. Primary Device Identifier (DI) (no control Information
. Secondary Device Identifier

= Unit of Use DI (If different from DI)

. Manufacturer's Name, Address, Contact Information.

- GMDN

= Device Description

= Additional Product Description

= Trade Name/Brand Name (of DI and if part of a device
family)

" Model Number/Catalog Number (of DI and if part of a
model family)

" Clinical Size (volume, length, gauge, etc.)

. Storage Conditions

" Sterile?

. Sterilize prior to use, and method of sterilization

. Type of Control (PI) (serial number, Lot/Batch,
Expiration Date, and/or manufacturing date) (not actual
number or date)

Can DI be reused?
Contains Latex?
Contains Human Tissue?
FDA Numbers-
Product Code
Listing Number
Premarket Authorization, 510K
Supplement Number
Direct Marking DI (if different from DlI)
Direct Marking Exemption Reason
Marketing Status
Is DI part of a Kit? Or a Combination Item?
DI Discontinued Date (if applicable)
Higher level information

Parent DI, Child DI, Child Quantity
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Access GUDIDIZEITAE STEHRD 2B

https://accessgudid.nlm.nih.gov/

catheter

Only the first 1000 results were returned, please refine your search further using filters or modifying your query.

= FILTERS

Company Name

Brand Name

GMDN Term

FDA Product Code Name
FDA Product Code

Device Packaged as Sterile
Sterilization Prior To Use
Issuing Agency

Device Size

SEARCH RESULTS FOR: catheter (1000 of about 109844 resuits) EXPORT RESULTS &2
1l SORT BY 10 RESULTS PER PAGE PAGE 1

Miller Advance Catheter - 00852073002203 (+)
Balloon catheter with an insertion sheath for hysterosalpingography and saline infusion
sonohysterography
Company Name: Catheter Research, Inc. Version or Model: 5F HS Catheter
Miller Advance Catheter - 00852073002227 (+)
Balloon catheter with an insertion sheath for hysterosalpingography and saline infusion
sonohysterography
Company Name: Catheter Research, Inc. Version or Model: 5F HS Catheter
Miller Advance Catheter - 00852073002210 (+)
Balloon catheter with an insertion sheath for hysterosalpingography and saline infusion
sonohysterography
Company Name: Catheter Research, Inc. Version or Model: 5F HS Catheter

Device Size Type

v ¥V ¥V ¥V VvV Vv Vv v v ¥
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= http://www.fda.gov/MedicalDevices/DeviceReqgulationandGuidance/UniqueDevicelde

ntification/GlobalUDIDatabaseGUDID/ucm416113.htm

U.5. Department of Health and Human Services

rLJ U.S. Food and Drug Administration
IDA_ Protecting and Promoting Your Health

Home | Food | Drugs

Medical Devices

Medical Devices

Radiation-Emitting Products

AtoZ Index | FollowFDA | En Espaiiol

EEIT

‘Vaccines, Bloed & Biclegics | Animal & Veterinary | Cosmetics | Tobacce Products

Home » Medical Devices » Device Advice: Comprehensive Regulatery Assistance » Unigue Device Identification > Global UDI Database (GUDID)

LecessGUDID (for the public)

GUDID Guidance

Prepare for GUDID

} Request a GUDID Account

GUDID Web Interface

GUDID Health Level 7 (HLT)
Structured Preduct Labeling (SPL)

GUDID System Status

GUDID Enhancements and Fixes

Request a GUDID Account

f share in LINKEDIN | @ PINIT | @ EMAIL | &

Labelers required to submit information to the GUDID must firs

Beginning February 1, 2016, the FDA will accept GUDID accou
These labelers are encouraged to obtain a GUDID account as !
system compatibility testing and data submission.

The FDA will also continue to accept GUDID account requests
under the Public Health Service Act (PHS Act): and implantable
devices.

The GUDID account identifies the labeler in GUDID and is reqi
by the labeler — Web Interface or HL7 SPL submission option. |
type, i.e., a labeler does not need to have a separate GUDID &

Before requesting a GUDID account, labelers are encouray
information to the GUDID.

Please fill in the information below to initiate a GUDID New Account Inquiry.

All fields are required.

First Name:

Last Name:

Organization:

Email:

Phone:

Subject:

GUDID New Account Inguiry

Submit


http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm416113.htm

January 2016, Version 6

FDA Global Unique Device Identification Database (GUDID) New Account Request

Labeler Organization Information
Organization DUNS Number represents the labeler’s view of the highest corporate level in the labeler organization, it may be the DUNS number for headquarters, or
the parent DUNS for the labelers included in the GUDID account. Please ensure that the name and address in the DUNS database are accurate because the GUDID will pull

the organization name and address from the DUNS database.

Organization DUNS Number:

Name:

Address:

Regulatory Contact Information’
Individual responsible for GUDID submission requirements for the labelers included in this GUDID account request.
Are you a Third Party Regulatory Contact? O Yes O No

First Name: Last Name:

Email Address:

Phone Number: Alternative Phone Number:

Physical Address:

Indicate GUDID Submission Option: O Web Interface Production ONLY
O HL7 SPL® Pre-production: Testing is required before an HL7 SPL Production account will be granted.
Are you a Third Party requesting a GUDID test account?* O Yes O No

O HL7 SPL? Production: Testing completed and verified in FDA UDI Help Desk case #

At this time, accounts will be created only for labelers of: class Il devices; implantable, life-supporting or life-sustaining devices; class Ill devices; and devices licensed
under the Public Health Service (PHS) Act.
Are you a labeler of a device that meets these criteria? O Yes O No
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