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Definitions

Label': Written, printed, or graphic information either appearing on the
medical device itself, or on the packaging of each unit, or on the packaging
of multiple devices.

Labelling’: The label, instructions for use, and any other information that is
related to identification, technical description, intended purpose and
proper use of the medical device, but excluding shipping documents.

Electronic Labelling’ (e-Labelling): Any form of labelling content provided
in an electronically accessible form supplied by the manufacturer related
to a medical device or IVD medical device.

Electronic Instructions for Use (e-IFU)?: Electronic Instructions for Use (e-
IFU) refers to instructions displayed in electronic form.

Information Source:
TIMDRF (2024). Principles of Labelling for Medical Devices and IVD Medical Devices. Retrieved from https://www.imdrf.org/sites/default/files/2024-04/IMDRF%20GRRP%20WG%20N52%20%28Edition%202%29.pdf
2 GHWP (2023). Principle of Regulatory Requirements for Electronic Instructions for Use (e-IFU). Retrieved from http://www.ahwp.info/sites/default/files/%5BFinal%20version%5D%20GHWP-WG1-WG2-WG3-F002-2023 0.pdf
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https://www.imdrf.org/sites/default/files/2024-04/IMDRF%20GRRP%20WG%20N52%20%28Edition%202%29.pdf
http://www.ahwp.info/sites/default/files/%5BFinal%20version%5D%20GHWP-WG1-WG2-WG3-F002-2023_0.pdf

What is e-Label?
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device or IVD medical device.

data matrix, RFID, NFC, QR Codes,

blockchain, website link

Can come in the form of barcodes, 2D

% Any form of label content provided in an
electronically accessible form supplied by
- the manufacturer related to a medical
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Why Change

1 Increase of Market

from Paper to Specific Labelling
. Requirements
Electronic?
5 Lack of harmonization 2 Label Overcrowding
on what is essential - Difficulty to read
on the label specific information

4 Labeling changes
can cause supply
chain inefficiencies

3 Raising Cost
to Serve
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1 Increase of Market

Specific Labelling

Requirements

Product Name
Catalog/SKU Number

General Product Label Information

Manufacturer Name & Address .

Device Intended Use

Packaging Information — pack size, contents .

Market Specific Labeling Requirements Summary

ANZ

» Australian/New Zealand .
Sponsor name & address

China @

Registrant/filling agent
Information

Production License No.
Registration/filing No.
No. of product technical
requirements
Manufacturing date
Shelf Life (not mandatory
if there is manufacturing
& expiry date)
Authorized
Representative
Information (for imported
devices)

uDlI

Chinese Taipei %)

License Approval No.
Medical Device Firm
Name, Address, and
contact information (local
representative)
Statement of “The
instruction for this
product is provided in an
electronic version,
contact the medical
device firm if a paper
version is needed”. (If
elFU available)

uDI
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Japan @

Registration/License
Approval No

Approved Product Name
MAH information
Foreign MAH information
(if applicable)

D-MAH information (if
applicable)

JMDN Name & No.
Device Category
Biological products (if
applicable)

JIS T requirements (if
applicable)

UDI (GS1-128 code)

Storage & handling
Single Use indication (if applicable)

“STERILE” if the product is sterile (if applicable)
Expiry date
Batch/lot/serial No. of the device

Symbols or words of warning or precautions

Korea @

Registration/License
Approval No.

Importer Information (if
product is imported)
Manufacturing date
Country of Origin

uDlI

iy Indicates local language is
required on the product label

India

Registration/License
Approval/Import License
No.

Warehouse
details/License address
Maximum Retail Price
Customer Care email &
phone number
Manufacturing date
Actual/Physical
Manufacturer’s address
Month & Year of import
(if applicable)

Country of Origin



1 Increase of Market

Specific Labelling General Product Label Information

Requirements

*  Product Name
* Catalog/SKU Number

* Storage & handling
* Single Use indication (if applicable)

*  Manufacturer Name & Address *  “STERILE” if the product is sterile (if applicable)

e Device Intended Use

* Expiry date

* Packaging Information — pack size, contents * Batch/lot/serial No. of the device

Market Specific Labeling Requirements Summary

Indonesia @ Thailand @ Philippines
* Product Registration No. License * Registration No.
(KEMENKES RI AKL No. ApprovaI/Notification/List * Importer information
XXXXXXXXXX) ing No. * Distributor information
* Distribution * Importer information
Center/Distributor * Country of Origin
information

* Importer information
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* Symbols or words of warning or precautions

iy Indicates local language is
required on the product label

Vietnam @ Singapore Malaysia
Registration No. * UDI (according to * Registration/License No.
License holder implementation phase) * Authorized Representative
Information Information

Importer information
Manufacturing date
Country of Origin



Label Overcrowding
- Difficulty to read
specific information

Indonesia:

* Product Registration No.
(KEMENKES RI AKL No.
XXXXXXXXXX)

* Distribution Center/Distributor
information

* Importer information

Thailand:
* License

Approval/Notification/Listing No.

* Importer information

Philippines:

* Registration No.

* Importer information
 Distributor information

CompuHyper GlobalMed ®
Ultra Implantable™

Fictitious Medical Device
225 mm x 8 mm Vietham:

-123456 8 2021-05-26 LOT | 123456789 QTyY 1

e License holder Information

* Importer information
* Manufacturing date
(01)01234567891011(17)210526(10) 123456789

C€: [ ® Rowy & < oo
I e

+M150 1234562122

* Registration No.

Malaysia:
* Registration/License No.
* Authorized Representative

+55801122012345678928
CompuHyper GlobalMed MedDevFront
123 Technology Dr. Somewhere Europe

Somewhere, US 00000 9876 A1 Brussels

800.555.1234 (USA) Made in Swizerand
555.555.1234 (All Others)

www.chgm.com
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What are the 3
benEfit Of e— @E Inclusion of Multimedia Content
1 4

Labeling? ﬂ

| .
—/ Reduction of Labels & IFUs being Reduce Environmental Impact

0— Physically Misplaced or
A Destroyed due to Human Errors

ﬂ\ Ease & Speed of Updates I Ensure Patient Safety and

UPDATE L Compliance
@ |
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In APAC, how is the
MedTech Industry

progressing on
Electronic
Solutions?

55%

of the current e-IFU Regulations
allow Professional Use while
only 45% of them cover both
professional & home use

devices.
\_ J

~

There is no

e-Label
regulation for
medical device at
the moment.

71%

~

of our respondents stated their
organisation has implemented
e-IFU solutions for their

® Market with e-IFU Regulation products.

- /
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APAC Medical
D eVi Ce e - I F U Market Medical Regulation Covers Who owns & Does change from

Device e-IFU  Professional Use, maintains the e- paper IFU to e-IFU

Reg U I at I O n Regulation in Home Use, or Both? IFU database? require

. Place? notification/Change
Ove rV| eW Submission?
Australia* Yes Professional Use Manufacturers Yes

and consumers for
standalone software

China No NA NA NA
Chinese Taipei Yes Professional Use Manufacturers No
Japan Yes Professional Use Health Authority Yes
South Korea Yes Both** Manufacturers Yes
India Yes Both Manufacturers Yes
Indonesia No NA NA NA
Thailand Yes Both Manufacturers Yes
Philippines No NA NA NA
Vietnam Yes Both Manufacturers Yes
Singapore Yes Professional Use Manufacturers Yes
Malaysia Yes Professional Use Manufacturers Yes

* At the time of writing this paper, the TGA is seeking feedback on the availability of e-IFU for a greater range of medical devices including consumer goods.
** At the time of writing, most medical device categories are eligible for e-IFU adoption. Refer to "Notification No. 2024-18, March 27, 2024" for the full list. As per Article 2 (Designation Scope) Clause
(1), devices listed in the Appendix, regardless of use environment, can provide IFUs on the manufacturer's website.
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APAC Medical
Device e-IFU ...
Regulation
Overview

Australia*

Group 1: Chinese Taipei

5 markets allow Japan
elFU for

Professional Use
Devices

Singapore
Malaysia

Medical
Device e-IFU

Regulation Covers
Professional Use,

Regulation in Home Use, or Both?

Place?

Yes

Yes
Yes

Yes
Yes

Professional Use
and consumers for
standalone software

Professional Use
Professional Use

Professional Use
Professional Use

Who owns & Does change from

maintains the e- paper IFU to e-IFU
IFU database? require

notification/Change
Submission?

Manufacturers Yes
Manufacturers No

Health Authority Yes
Manufacturers Yes
Manufacturers Yes

* At the time of writing this paper, the TGA is seeking feedback on the availability of e-IFU for a greater range of medical devices including consumer goods.
** At the time of writing, most medical device categories are eligible for e-IFU adoption. Refer to "Notification No. 2024-18, March 27, 2024" for the full list. As per Article 2 (Designation Scope)
Clause (1), devices listed in the Appendix, regardless of use environment, can provide IFUs on the manufacturer's website.
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APAC Medical
D eVi Ce e - I F U Market Medical Regulation Covers Who owns & Does change from

Device e-IFU  Professional Use, maintains the e- paper IFU to e-IFU

Reg U I at I O n Regulation in Home Use, or Both? IFU database? require

Place? notification/Change

Ove rVi eW Submission?

Group 2:

4 markets allow elFU
for PrOfESSIOnal Use South Korea Yes Both** Manufacturers Yes

Home India Yes Both Manufacturers Yes

Use/Consumer ones ' : f .
evices Thailan es Bot Manutacturers es
Viethnam Yes Both Manufacturers Yes

* At the time of writing this paper, the TGA is seeking feedback on the availability of e-IFU for a greater range of medical devices including consumer goods.
** At the time of writing, most medical device categories are eligible for e-IFU adoption. Refer to "Notification No. 2024-18, March 27, 2024" for the full list. As per Article 2 (Designation Scope)
Clause (1), devices listed in the Appendix, regardless of use environment, can provide IFUs on the manufacturer's website.
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APAC Medical
Device e-IFU
Regulation
Overview

Group 3:

3 markets do
not have elFU
Regulation

Market Medical Regulation Covers Who owns & Does change from
Device e-IFU  Professional Use, maintains the e- paper IFU to e-IFU
Regulationin Home Use, or Both? IFU database? require
Place? notification/Change
Submission?
China No NA NA NA
Indonesia No NA NA NA
Philippines No NA NA NA

* At the time of writing this paper, the TGA is seeking feedback on the availability of e-IFU for a greater range of medical devices including consumer goods.
** At the time of writing, most medical device categories are eligible for e-IFU adoption. Refer to "Notification No. 2024-18, March 27, 2024" for the full list. As per Article 2 (Designation Scope)
Clause (1), devices listed in the Appendix, regardless of use environment, can provide IFUs on the manufacturer's website.
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In APAC, how is the
Pharma Industry
progressing on
Electronic

Solutions? £

Japan
usS
Singapore

Chinese
Taipei
South
Korea

Malaysia

China
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Labelling
availability
on RA
website

<L L <L <<

Some
Products

Easy
accessibility
to e-label
(e.g., via bar
code)

In Discussion

\4

Voluntary
\4

In Discussion

In Discussion

Structured
contents of
labelling such
as XML

In Discussion
V
V

Pilot
underway
\4

Eliminating
paper
labelling from
a commercial
pack

Voluntary

Pilot
underway
In Discussion

Pilot
underway

Interoperable
e-labelling

In Discussion

Global e-Labelling Implementation Status in Pharma sector extracted from APAC e-Labelling EWG Position Paper 2023



Partnerships

Active collaboration among
stakeholders, consistent oversight,
and a commitment to ongoing
improvement are essential for the
successful implementation of e-
Labeling for MedTech Industry.
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Thank you!
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