BD Restricted

This file provides a comparison of UDI data elements according to the various UDI databases as well
as the necessary weblinks to access the latest description of individual data element characteristics
and definitions per the governing regulatory agency

Notes
R The data element is REQUIRED for submissions to that UDI database.
c The data element is CONDITIONALLY REQUIRED for submissions to that UDI
database. See the individual tab for that UDI database for a conditions under which
o The data element is OPTIONAL for submissions to that UDI database.
A The data element is AUTO-POPULATED in the UDI database based on another

attribute which has been provided.

The data element is not recognized by that UDI database and should not be included
in submissions.

A red highlighted cell indicates that changes to this data element are not allowed; a
new Device Identifier is required .




Data Element Table

Jurisdiction
- https://udid.fda.gov.tw/news_detail.a MDS — REQ 7-Requirements for the Integrated Medical Device http://ec.europa.eu/growth/sectors/ | https://www.fda.gov/MedicalDevices
Source B S0 P G0 spx?no=1019 Unique Device Identification (UDI) Information System (IMDIS) medical-devices/new- DeviceRegulationandGuidance/Unique
Date revised 11-Sep-2023 21-Jul-2021 24-May-2022 20-Oct-2023 18-Feb-2019 18-Feb-2019
Link to database [Data Element UDID, Data Element TUD",) Data Element SFDA Data Element MFDS, Data Element EUD Data Element Gupl
Requiremen Requirement Requ Requi AME D
- - - - - - - - Basic UDI-DI R - -
R/ANEERITT MR | S EHARDI R Primary UDI-DI as labeled R DI number R uDI-DI R |Primary DI Number R
iR Required Primary DI Number
FRITRGEHERE | NiE UDIE iS4t R UDI DI issuing agency R - - Issuing Entity (UDI-DI) R |Issuing Agency R
R Reauired Issuing Agency
- - - - - - |- - SPPP SRN Rif |- -
Svst
- - - - - - - - Name and address of SPPP Rif |- -
Svst
- - - - - - - - Isuing Entity (Basic UDI-DI) R -- --
- - - - - - - - Manufacturer SRN of AR CR |- -
BmAER E| Y X @7 Brand A - - |Brand Name or Model R Name(s)/Trade name(s) C |Brand Name R
Brand Name 0] Name (Chinese) Name (including languages)
"% fn 4 Brand
EREBRAR | - - - - - - - - - -
Product Name Or Required
HAERS NP - - - - |- - Name or, if applicable, device |R  [Version or Model R
Specification and Required model that identifies the BASIC
Model UDI-DI Group in the technical
documentation and/or
certificate and declaration of
conformity
FmiRSHES WhIE AUsE R Catalog number R |Catalogue Number R Reference, article or catalogue [C  |Catalog Number o]
Catalog Number Required Catalog Number number
P AN EmiEi R - - |- - Additional product Description [0  |Device Description 0
Device Description Required Device description
BEBAREIRR AN - - [For 2.1, 2.2, 2.3] Is the device [R - - Device with Direct marking R |- -
Direct Marking Required exempted from the Direct (Y/N)
- - - - The Direct Marking UDI is - - - - - -
presented as Plain-text/human-
- - - - The Direct Marking UDI is R - - - - - -
presented as An alternative
- - - - [For 2.1, 2.2, 2.3]if an R - - - - - -
alternative technology selected,
- - - - [For 2.1, 2.2, 2.3]Reason(s) for R - - - - - -
exemption 'Interfere with
- - - - [For 2.1, 2.2, 2.3]Reason(s) for - - - - - -
exemption 'Not technologically
c - - - - [For 2.1, 2.2, 2.3]Reason(s) for - - - - - -
-g exemption 'Previously marked'
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https://udi.nmpa.gov.cn/
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm416106.htm
https://udi.nmpa.gov.cn/
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm416106.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm416106.htm

Device Identification & Descrip

[For 2.1, 2.2, 2.3]Reason(s) for
exemption 'The reusable device

[For 2.1, 2.2, 2.3]Reason(s) for
exemption 'The reusable device

[For 2.1, 2.2, 2.3]Production
identifiers in Direct Marking UDI|

[For 2.1, 2.2, 2.3]Production
identifiers in Direct Marking UDI|

[For 2.1, 2.2, 2.3]Production
identifiers in Direct Marking UDI|

[For 2.1, 2.2, 2.3]Production
identifiers in Direct Marking UDI|

[For 2.1, 2.2, 2.3]Production
identifiers in Direct Marking UDI|

EECAM/ ARG |k - - - - - - - . -

TR —E Reaquired

E/REE RN |RELE |- - - . - - - - -

Registered/Filed DI CR

== = -

A= EINR S o | - [For 2.1, 2.2, 2.3]Direct Marking - R [PV DIDifferent from ¢

HEBTTRINRE |RENE . ; Primary DI

=gy R d|ff'erent than Primary DI? R

Direct Marking UDI-DI Write down the DI number

AEFE RIRIR RHUnE |- - - - |- - Direct marking UDI-DI C  |DM DI Number C

Direct Marking UDI-DI|CR

- - - - - - - - Direct marking UDI-DI issuing C - -

entity

TR Wik - - [For 2.1, 2.2, 2.3]The Direct - - - ~ - -

Product identification |Required Marking UDI is presented as

- - - - - - - - Issuing Entity (Secondary DI) o] Issuing Agency (Secondary |O

DI)

- - - - Does this device have R - - Secondary UDI-DI o] Secondary DI Number 0]
equivalent DlIs in Saudi Market?

- - - - equivalent DIs in Saudi Market |CR (If]|-- - - - - -
(Dl Issuing Agency) (1) Yes

- - - - equivalent Dls in Saudi Market ) - - - - - -
(D) (2)

- - - - equivalent DIs in Saudi Market |CR (If|-- - - - - -
(Dl Issuing Agency) (2) Yes

- - - - Does this device have previous |R - - - - - -
Dls in Saudi Market?

- - previous Dls in Saudi Market (DI|CR (If|-- - - - - -
Issuing Agency) (1) Yes
- - previous Dls in Saudi Market ) - - - - Previous DI Number 0

(DI) (1)

- - - - - - - - - - Issuing Agency (Previous (O

DI)

FRRTFMMR RGN ( |EREUERDIFE |0 Unit of Use UDI-DI o |- - Unit of Use (UoU) UDI-DI C  |Unit of Use DI Number C

Unit Of Use UDI-DI SHe/VHE (RIS

RNEEBRITPER | ik A= 0 Quantity R - - Quantity of devices R Device Count R

BITHEE Required Device Count

- - - - - - - - New Device (Y/N) R - -
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package (1)

- - - - - - - - -- - Labeler DUNS Number R
BErrai A/ &S (it - - - - |Local Link |- - |- -
ABIR Reaquired Manufacturer/Importer to
AMA/BERAEX S |FENE - - - - |- - - - |- -
R 0
- - - - - - Local Link |- - - -
Manufacturer/Importer to
- - - - - - Customer Center 0] - - - -
c Inoforamtion(Phonse/Addre
-3 - - - - - - Business License Number Link |- - - -
£ to
o - - - - - - (Local OEM)Manufacturer |Link |- - - -
§ Name and address to
8 - - - - - - (Importer) Manufacturer Link |- - - -
c
S _ _ __ name and address to
HithfE S AW EERE |FEME - - - - e-IFU or URL 0 URL for additional information, |0 |- -
URL Link For Additional |O e.g. electronic IFU
- - R i A& R R - - |- - Name, address and contact C  |Customer Contact Phone |C
Phone datails of the legal or natural
- - B E T R - - UDID Manager R person Customer Contact Email  [C
Email Information(Phone/Address
- - A L (Company A - - - - Company Physical Address |A
Address)
- - & FE (Company A - - - - Company Name A
Name)
- - - - - - - - Member State of the Placing on |R - -
the EU Market of the Device
- - - - - - - - Member State(s) were the C - -
Device is made available in the
FminRRmEE (iR DI &R HmA o] - - |- - Status (UDI-DIs) R |DIRecord Publish Date R
UDI-DI public Release |Required DI Record Publish
EDE=-t FENE EmiEgElEe 0 - - - - - -~ |Commercial Distribution |0
Commercial 0] Commercial End Date
- - EmTEREE 0 - - - - - - Commercial Distribution  [A
(Device Circulation Status
- - - - - - - - - - Device Subject to Direct C
Marking (DM), but Exempt
@ AEBRNEZ/N— |RENE BEaKEHR A |C Quantity per package R Number of devices per R Quantity per package R Quantity Per Package C
; FEEFBATRNE |cR =8 package
n oL Kk |S5tEE C Package type CR |- - - - Package Type 0
] .
o0 Packaging Level CR Package Type
=S B @IRIR XN |BEBARZDFEA |0 DI for highest level (Package DI) CR(O Package DI 0o Package UDI-DI R Package DI Number C
£ package UDI-DI CR i
4 -- -- -- -- -- -- -- -- Package UDI-DI Issuing entity R - -
2
E - - - - The device is shipped in only R - - - - - -
one level of package (primary
- - - - DI of the next lower package. |R - - -- - -- --
- - - - package Dis List Package Type [CR |- - -- - -- --
(1)
-- -- -- -- package Dis List Quantity per CR |- -- - -- - -




- - - - - - - - - - Package Status A
- - [2E2E =) C - - - - - - |Package Discontinue Date |C
Package Discontinue
BEAZ/N—RER |REVE [BERAZDIFERE |C package Dis List DI (1) CR(If Package DI 0 Package UDI-DI R [Contains DI Package C
@R CR Contains DI Package
SRR EE B | Mk EREREEER R Production identifiers (Lot R Lot or Serial Number R Is Lot or Batch Number in UDI- |R  [Lot or Batch Number R
= Required 5% number) PI? (Production Identifier(s) in
SRR EEER | MiE EREREEER R Production identifiers ( Serial ~ [R Is Serial Number in UDI-PI? R [Serial Number (Production |R
5= Required i number ) Identifier(s) in UDI)
Serial Number Serial Number
EFIRREREERE (Wi EREREEEH R Production identifiers R Manufacturing date or R Is Manufacturing Date in UDI-  |R  [Manufacturing Date R
HE Required EHE (Manufacturing date) expiry date PI? (Production Identifier(s) in
Manufacturing Date Manufacturing Date uDl)
EFRIREEERK (N EnErNEEEE |R Production identifiers ( R Is Expiration Date in UDI-PI? R Expiration Date R
MEH Required BEHR(IRTZHARR) Expiration (use by) date) (Production Identifier(s) in
Expiration Date Expiration Date ubI)
- - - - Production identifiers (Software |R - - - -
version)
-- -- -- -- Is it a software R Software version CR Is Software Identification in UDI-|R - -
PI?
- - - - - - - - - - Donation Identification R
Number (Production
R~ FEnit EmEARTHER R Clinically Relevant Size R - - Clinical size C  |Clinical Size Type C
Clinical Size Type ] Size Type
R<E FENE EERRTAN R Clinically Size List (1) R - - Clinical Size Value [«
Clinical Size Value 0] Size
FENE Clinical Sizes List (2) o] - -
[0}
==KivJ FERhiE EmERRTENMN R - - |- - Clinical Size Unit of C
Clinical Size Unit of 0] Size Type Unit Measure
Measure
Rk R~ AR FEhit EmERZEMR R - —- |- - Clinical Size Type Text C
Clinical Size Type Text |0 ~TEMI
Other Size Type
fETFSIRIER G FEmpit RBYREG/ERRE R - - |Storage condition 0o Storage & Handling Conditions |C  |Storage and Handling Type |O
Storage And Handling |O EoREER
Type Storage and
=IEE FENE BMRE/ERIIRE R - - |Handling/delivery condition |O Low Value (Storageand  |C
Low Value o FEXRZTR Handling)
=eE FENE BMRE/ERIIRE R - - High Value (Storage and  |C
High Value o ERZ FIR Handling)
FHESIRIERM FENE BMRE/ERIIRE R - - Unit of Measure (Storage |C
Unit of Storage And o] ERZEAI and Handling)
9 B EERIRIERYE |FENE BB EESG 0 Special storage conditionsas |0 Special Storage Conditions |C
3 Special Storage (6] Special Storage labeled
g BERCH—RMERE |k EEREREAR R - - |Forsingle use R Labeled as single use R |Forsingle-use R
§ )] Required 7
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.g BEAEEFAREY |FEME ERATUEBEFEH R Restrict number of reuses R |- - Maximum number of reuses c |- -
g Reuse Times (0] o BB 4D Ackrice
'E - - - - - - - - Reprocessed single-use device |R - -
a
-- - - - [For1.2,1.3, 2.2, 2.3] Please list o - - - - - -
the components Dis
-- - - - [For1.2,1.3, 2.2, 2.3] Please list - - - - - -
the components Dis (DI for
-- - - - [For1.2,1.3, 2.2, 2.3] Please list o - - - - - -
the components Dis (Issuing
EEANTEER AN KEMEBERBE |0 - - |- - Device labeled sterile R |Device Packaged as Sterile |R
Device Packaged As Reaquired (2ES
FANEEREHT |k KeEMEERER |0 - - |Requires sterilization prior |CR  |Need for sterilisation (Y/N) R [Requires Sterilization Prior |R
XE Reaquired BRI 281 to Use, sterilization method to Use
KERFH FHME | RSBEMZEEAI |0 Sterilization R Sterilization Method C
Sterilization Method CR Sterilization
- - EREREEEE R Device labeled as “containing  |R Device contains Latex CR  |Containing Latex R Device required to be R
KRB (ELB) R D natural rubber latex or drv labeled as containing
- - - - Device labeled as "Not made R - - - - Device labeled as "Not ]
with natural rubber latex" ? made with natural rubber
TR (MR ) 2218 | A3E - - MRI safety status R MRI Compatibility CR |- - |What MRI safety R
RER Reauired information does the
- - - - - -- - - CMR/Endocrine disruptor C - -
- - ERELrEESA R - — |- — |- - - -
DEHP(2E{LEI A5
- - BMEEEEEE (o - - - - Presence of Human tissues and |R Human Cell, Tissue or o
FA\ BE 40 B 48 485 420 ( Cells (Y/N) Cellular or Tissue-Based
- - - - - - - - Presence of Animal tissues and |R -- --
Cells (Y/N)
BMEENELEF"m | DIk KEMEEHREA |0 Is the device considered as R (Medical devices packaged |Link |System/Procedure pack or Kit  |R Kit o]
Device Kit Required Kit single item, Kit or Procedure in a set) Each classification |to
- - - - - - (Composite medical device) |Link |- - -- --
Each classficiation name and|to
- - - - - - - - Presence of medicinal product |R -- --
substance (Y/N)
- - - - - - - - Medicinal product Substance(s) |C -- --
- - - - - - - - Presence of medicinal product |R -- --
substance derived from human
- - - - - - - - Medicinal product Substance(s) |C - -
derived from human blood or
- - ABRMEERES |0 - - - - - - Combination Product 0
T E&# (Combination
- - - - - - - - -- - Prescription Use (Rx) ]
- - - - - - - - -- - Over the Counter (OTC) ]
Critical warnings as labeled o] Critical warnings or contra- C
indications
AMNERSSERE | Mk FoEFREEE) R . Product License Number | Link |- - |- -
. = i X Certificate Number
EirRm= Required License Type to
ol FeR R registr|Certificate IDs (with NB, type .. |Provi(FDA Premarket Submission |C
License No ation [Link) ded |Number
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a medicinal substance (Y/N)

- - FomANas |A - - - - - - I- -
(License Expiration
- - FomEsas  |a - - - - - - |- -
(License Revoked
- - EM (Countryof  |A - - |- - - - |- -
origin)
- - - - - - Initial Approval Date Link |- - - -
to
- - GMDNUHES o] - - |- - - - |GMDN Code R
GMDN Term
- - - - - - - - - - GMDN Code Status R
g - - - - - - - - - - GMDN Definition A
&
5 S M - - - - - - - - |- -
GE' Maintenance Tvpe Required
] LB AR SEMNE |- - - - - - - — |- -
o3 Change Statement CR
5 - BEEVAE A - - - - - — |- -
B (Classification)
& EZESl ABE BRTHER— A ) Classification Name Link |Risk Class R |- -
a i i ; Device Type R
'_‘3 Dewc‘e’TVDe Reguwed (Izew_ce” to
@ e I BRRER— A - - Classification Number/Class |Link |EMDN Code Description Auto{GMDN Name A
£ Product Category Required (Device Classification to pop
§ DEIRG DAY B ERI — A - - |- - Medical Device Nomenclature |R  [FDA Product Code C
= Product Code Required (Device Classification Code
- - - - - - - - - - FDA Product Code Name |A
EEEY T FNE |- - - - - . — |- -
Previous Product Code |O
- - ERBREZEEL |0 - - - . — |- -
izl
- - FDA o - - |- - - - |- -
GUDIDEZ 5 RlIHE
- - GUDIDEZEHAIH |0 - - |- - - - |- -
A4t
- - - - - - - - - - Device Exempt from C
Premarket Submission
- - - - - - - - - - Supplement Number C
- - - - Listing Number R - - - - FDA Listing Number C
- - - - - - - - Measuring function R - -
- - - - - - - - Reusable surgical instrument R - -
- - - - - - - - Active device R - -
- - - - - - Implantable device R Implantable R - -
-- -- -- -- -- -- -- -- For Ilb implantable: Suture, CR |- --
staple, dental filling, dental
- - - - - - - - Intended to administer/remove |R - -




Specialfic Info

- - - - -~ - - - Intended for self-testing (Y/N) |R - -
- - - - - - - - Intended for near-patient R - -
testing (Y/N)
- - - - - - - - Companion diagnostic (Y/N) R - -
- - - - - - - - Intrument(Y/N) R - -
- - - - - - - - Reagent(Y/N) R - -
- - - - - - - - Professional testing (Y/N) R - -
- - - - - - - - Special device types: Software [R - -
(Y/N),contact lenses (Y/N) ...
- - - - - - - - System which is a device in itself|R - -
(Y/N)
- - - - Is this record for an accessory ? |R - - - - - -
- - - - Accessory brand name CR - - - -
(man
- - - - Accessory model number CR - - - -
(man
- - - - Specify the model/variant CR - - - -
(man
- - - - - - - - Procedure pack which is a R - -

device in itself (Y/N)

Reimbursement Information

BERFEM 9 254R 15 FEnik S o - - Reimbursement Code CR |- - |- -

Medical Insurance 0] Reimbursement

- - EEMEEBER |0 - — |- S - |- -
AR mIE

- - RRRE 0 - — |- S - |- -
Reimbursement

- - (@R B (L iBRel |O - — |- S - |- -
mbursement Disease

- - FMABRZRE |0 - — |- S - |- -
K AENon-

- - - - - - Tracking Device Link |- - - -

to
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