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K\_: Global Harmonization Working Party .

. GHWP WG 9 Historical Deve10pment G:WP Towards Medical Device Harmonization

2023

O Start pushing forward the UDI and

2020 ‘

iiyabqh’ S;gt(:i nomenclature regional harmonization

rabia — : . : :

A work since China’s 15t Chairmanship
2017 AHWP GHWP Annual back in 2009

2009 - 2011 ‘ Regroup as Meeting

New Delhi,
India — Saudi

GHWP

I
U

Approved by AHWP Chair and
upgraded from STG to WG9 in 2017

Tianjin, China Arabia
— China serves ' '
as AHWP Chair Chairmanship O Will continuously working on UDI and
Medical Device Nomenclature global
harmonization and share experiences
¢ among members.

Deep-dive in UDI & Nomenclature for 13+ yrs
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WG9: UDI and Nomenclature WG

Implemented

(WG9)
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Document No. Description Date Document
AHWP/WGY/  sCheBkipERUDI RGPk 201912828 & TEs: SiESBkiMER UDIR
F001:2019 FOEEX 2 Dec 2019 SEHIPRARFIERIN pdf
Challenges and Download file: Challenges and
Recommendations for the Recommendations for the
Implementation of a Globally Implementation of a Globally
Coordinated UDI system Coordinated UDI system.pdt
AHWP/STG/ EEyrastan /R0 201511 H6H  [& F&EIE: Erssmanazll . pdf
F001:2015 Guidance for Medical Device 6 Nov 2015 Download file:AHWP-STG
Naming Rule Guidance for Medical Device

Naming Rule FINAL.pdf




KEEP MONITORING - GLOBAL UDI IS IN PROGRESS ...

- 2020 2021 2022 2023 2025 2026 2027
|
upbI DI Regulation in UDI Class Il
Class | Class Ill force DPM Class Il
DPM implant, @.‘& upI Y g uDI DPM Y g™ UDI UDI Class |
Class Il _prosthesis Qv Class IV ‘X.,;’,, Class |l| = Class | “.lll"' Class | DPM Class II
* 1 ;:‘:’!,‘Sh -Registratio ’//“\“ ‘CJID' ; UDI — Unique Device Identification DPM —
Class Il . EUDAMED ' ©ass Direct Parts Marking
start the
pilot .
. First ., Second
Batch * " Batch All
Part Il Class Il
Category (6.1)
(1.1)
» |IMDRF - IMDRF UDI Guidance
» United States - "Final Rule - Unique Device Identification

., ALSO ACTIVELY UPGRATE LOCAL REGULATIONS...
System 2013

» European Union

- Medical Device Regulation (MDR) p— ® ;

- In Vitro Diagnostics Regulation ( IVDR ) AUSTRAL I A SAUDI ARABIA APAN

SINGAPORE COLUMBIA _
» India — Drugs and Cosmetics Act (2019)
> China — State Council Order 739 (2021) E f— I g I
. BRAZIL RUSSIA NEW ZEALAND TURKEY CANADA
» South Korea — Integrated MD Information System (IMDIS)
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B DELIVER TRAINING AT AHWP/GHWP PLATEFORM

[ [ [ : 4 4 9 ’ b‘ s L ‘\
) 1! ~ : date on EU activiti
2018 in-person training at = —— T  ZBUDIEA SRS

in the field Global UDI Regulation and Implementation Seminar q

e s AHWP Annual Me:
. ” = ~ - o el ‘gw‘?‘ﬂ ,:* Salvatore Scalzo
A H W P An nua I M eetl n g Bl —== ' 7"°,‘“A*‘~,e.:f..'£___.= Kt timaut M R (® 2021478288 13:30-18:00 | 13:30- 18:00, July 28, 2021

il Heafth Technology and Cosmetis Unit
| i o - B2
1. IMDRF UDI Guidance e

Ao Lt o
e

Time = Topic Speaker
Q 13:30-13:40  FATREE Ali M. AL-DAIAAN
2. Country experience Guest Spesch Chair, AHW
oo = 13:40-14:05  HREUDIKhE# ETA ERGREEEER

Introduction of China UDI EFSEmnEEs)
Implementation Progress Department of Medical Device

sha ring S — . LA : Registration, NMPA

Uni 5 | Dl reguistia o 14:05-14:20 FEETHREME—IFGAKIEERERE BERORLEEER
nique Device Identification(uDi) | i = WG9 ) . The Progress of China Medical BRI
System Developmem in KOREA > : Devices UDI Datebase Construction NMPAIC

Nomenclature

- Advanced

14:20-15:00  SFDA UDIERE#M (HHDIIEE)  Azzam O.Al-Othman
SFDA updates on UDI requirements
and (Saudi-DI database)

= I n - p rog re S S : . : 4 15:00-15:30  EU-MDR #38f: EUDAMED & UDI Gert Bos

EU-MDR update: EUDAMED & UDI Qserve

Sa u d I A ra b I a 15:30-16:00 £IRUDLEZBIERNA Géraldine Lissalde-Bonnet
GS1

Global UDI Developments

- To be started

16:00-16:30  UDI:2EREMEAMATIE Dennis Black
I UDI: The need for Global Harmonization BD
16:30-17:00 ERERHZE Mark Songhurst
I Hospital Experience Sharing Leeds Teaching Hospitals Trust
| o e o ~ 17:00-17:30  2IRUDEEM: 2FEHHALHE SERTE Xinbing WANG
s b t I T O Global UDI Regulation: Gap analysis ~ Shenzhen Mindray
I u seq u e n Ia ra I n I ngs . g . and implementation
I 17:30-17:45  UDI™ /& {5 SIBR 5 Sandra Koehn

UDI Product Attribute Data Collection Abbott

A
g

2019 During Annual Meeting + 2™ .

2021 Virtual Meeting
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n PART 02
GUIDANCE, POLICIES &

REGULATIONS
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Unique Device
Identification ( UDI )

Create a medical device unique

identifier with sufficient uniqueness

KEY CONTENT OF UNIQUE

Medical device unique
identification data carrier

M ED'CAL DEV'CES Assign the unique identification data

carrier of the medical device to the

IDENTIFICATION SYSTEM FOR

device label or body

Medical device unique
identification database

Create and maintain a medical device
unique identification database
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- UDI System Rules - General Considerations -

In order to strengthen the life cycle management of medical devices and

: . Basis and Purpose of the Rules
standardize the construction of UDI system P

UDI system = UDI + UDI data carrier + UDI database, and the definition of

UDI system
each component

Actively learn from the international community, follow government
guidance, ensure implementation with regards to overall planning, and UDI system construction
implementation througout manufacture and distribution chain

Responsibilities of production enterprises, operating enterprises and users  Responsibilities of related parties
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UDI System Rules - UDI

UDI=DI+PI, and the requirements of DI and PI ;
When a product changes that may affect device identification, traceability or regulatory
requirements, a new DI should be created ;
Requirements for

The unique identification of medical devices should comply with the principles of
unigueness, stability and scalability.

The registrant / filer shall create and maintain UDI in accordance with the UDI
compilation standards .

The code-issuing agency should have a sound system and meet data security
requirements;
Code-issuing organizations should provide implementation standards and guidance
Code-issuing institutions to adopt relevant international standards to establish a unique
identification operation system.

March 23, 2023

Composition of UDI

Basic requirements of UDI

UDI Creation Requirements

Requirements of code-issuing
agencies



B UDI System Rules - UDI Data Carriers ]

AIDC+HRI
Encourage the adoption of advanced AIDC technology
Can be connected in series or in parallel, RFID needs to have a
barcode at the same time

UDI data carrier requirements

Select the appropriate data carrier
Minimum sales unit and higher-level packaging or product body Data carrier assignment
coding requirements
legibility of the carrier
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UDI System Rules - UDI Database

The database contains product identification and related data for medical devices.
Local Regulatory Authority formulates standards and specifications related to the unique
identification data of medical devices, and organizes the establishment of a unique identification
database for medical devices for public inquiries.

Medical device registrant / filer uploads, maintains and updates relevant data in accordance with
relevant standards or specifications, and is responsible for the authenticity, accuracy and
completeness of the data

If applicable, local authrity could request registration applicant to submit the product identification
in the registration / filing system, and upload the product identification and related data to the
database before the product launch on the market.

March 23, 2023

Contents of database
construction

Responsible body for data
upload

Data Submission
Requirements



UDI System
Implementation Best
Practice VY i

EU MDR and
™ UDI Final Rule  Class Il I/LS/LS Classll  |VDR Rules published
- a Phased-in Approac

IMDRF UDI  GUDID ONC & CMS EHR Certification
Guidance launched Final Rules

FDA
UDI System Timeline .

UDI Adoption and Integration
2019 and beyond

Class I/Unclassified

ﬂ EREMESEEER

National Medical Products Administration

UDI Rule released

26 Aug. 2019

1st batch, part of
Class Ill, high risk

1 Jan. 2021

2nd Batch, Class
[l medical
devices
(including Class
[l IVDs)

1 June 2022

3rd Batch, Call
for comments,
part of Class Il to
bear with UDI
starting June 1,
2024.

End 2022

Phase 1 > [ Phase 2 > ‘ Phase 3

Activate Barcode Readers
(For Home Use Devices)

Proposed SFDA UDI Reg. Develop IT Enforcement of UDI
System according to
\ Classes of MDs
“ LLRLIRR I |||
ULLRLIRR (1]

Draft final SFDA UDI Reg.




n PART 03
STANDARDS &

APPLICATIONS
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Relevant Standards For Unique
Identification System For Medical Devices

BASIC COMMON CRITERIA

(STANDARD MANAGEMENT CENTER)

e YY/T 1681-2019 " Basic Terminology of Unique Identification System for Medical Devices "
e YY/T 1630-2018 " Basic Requirements for Unique Identification of Medical Devices "
e YY/T 1879-2022 " Creation and Assignment of Unique Identification for Medical Devices "

INFORMATION STANDARD

(INFORMATION CENTER)

e YY/T 1752-2020 " Basic Data Set of Medical Device Unique Identification Database "
e YY/T 1753-2020 " Guidelines for Filling in the Unique Identification Database for Medical Devices "
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m YY/T 1630-2018 Basic Requirements for Unique

Identification of Medical Devices

YY

ch e A R 3£ %0 [ B 25 17 Al AR o

YY/T 1630—2018

Er st ME— IR E A ER

Fundamental requirements for unique device identifier

2018-12-20 £ %

2020-01-01 5L}

March 23, 2023

ERARUBEER %%

Scope Of Application:

This standard specifies the relevant terms and
definitions, basic principles, requirements for
product identification and production
identification for medical device unique
identification.

This standard applies to the management of the
unique identification of medical devices

Main Content:

Terms and Definitions

Basic principles of unique identification of
medical devices

Product Identification Requirements
production labeling requirements



YY/T 1681-2019 Basic Terminology of Unique

Identification System for Medical Devices -

YY

FRAE A ES £ [ B 25 17 Al AR Scope Of Application:
Y/t tesi—zots This standard specifies the basic terms and
definitions of the unique identification system for
medical devices.

7 S MM — 4R R A A ARE
e e ot Main Content:
=  General term
= Unique identification of medical devices
= Medical device unique identification data
carrier
= Medical device unique identification
e o8 database

ERAMEEEER £ %
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YY/T 1879-2022 Creation and Granting of Unique
Identification for Medical Devices

YY

e NRFEFNEEZSITIFRAHE

YY,/T 1873—2022

Scope:

= This standard specifies the requirements for the creation and
assignment of unique identifications for medical devices.

= This standard is applicable to the implementation and application of
the unique identification of medical devices by all relevant parties

Eff #mME— RN EAR T

Creation and placement of unique device identifier

Main Content:

= UDI Creation

=  UDI-endowed links

=  Requirements for the creation and assignment of
— Medical Kit
— Independent Software
— Implanted Device

2022-08-17 B 2022-12-01 X

EXHRUETER %%
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UDI Informatization Standard -
Database Construction and Filling

YY

A AR 3 F0 E E 25 1Tl AR A

YY/T 1752—2020

Efr s — R MIEEE AR E

Basic data set of unique device identification database

2020-06-30 & 75 2020-10-01 £ 58

EXHR/UEEER £ 6

UDI Database Construction

YY

it NREFIEEZAITI AR 7#E

YY/T 1753—2020

E 7 2t M — iR IR B R B IR R AR

Reporting guide of unique device identification database

2020-06-30 & 7/ 2020-10-01 £ 5

ERUALEEER &%

UDI Database Filling



— 2023 ONWARD - MEDICAL DEVICE
INDUSTRY STANDARD TO BE
DEVELOPED

1. Packaging implementation and application of the unique identification of medical devices
2. The form and content of the unique identification of medical devices

3. ....more to come
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NEXT STEPS &
SUGGESTIONS
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KEY TAKE-AWAYS

Linkages between levels of packaging

= UDI shall be assigned to the smallest sales unit of a medical device , and higher-level packaging (excluding transport
packaging) shall have its own UDI ;

= Different UDI-DIs shall be assigned to each product packaging level of the medical device , see Table B.1 of YY/T 1630-2018,
and the association relationship shall be maintained in the UDID ;

UDI-PI constituent elements

= UDI-PI should be consistent with the content of the label. For example, when the medical device label contains one or more
of the production batch number, serial number, production date and expiration date of the medical device product, it is
recommended to be used as the UDI-PI .

= The component part, its content should be consistent with the corresponding information on the label; if the expression
format of the date is involved, it should meet the coding rules of the selected code issuing agency;

Necessity of develop more detailed regulatory requirements and standard/guidelines for code segment settings, barcode

quality, and coding levels

= UDI should be created according to the coding rules of the selected code-issuing institution, and if it is otherwise stipulated
in national regulations and standards, the regulations shall be complied with;

= UDI shall be granted in accordance with the standards or specifications of the code-issuing institution, and the code-issuing
institution shall provide the data carrier rules adopted by its standard, including but not limited to the requirements for
carrier type, size, placement and carrier quality, as well as the corresponding HRI representation form suggestion;
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B RECOMMENDATIONS FOR NEXT STEPS

* Leverage experiences among GHWP member, provide guidance and experiences within
GHWP members community to carry out UDI work (progress varies among members)

* Improve the standardization of implementation
e Starting to carry out the transformation of the registration management system

* Actively promote UDI application in post-market supervision and other applicable areas

March 23, 2023



THANK YOU !
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