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* e-labeling is defined as the
dissemination of approved
product information for
medicinal products
including in a dynamic
digital format.
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IFPMA Position Paper on:

IMPROVING PATIENT SAFETY

AND HEALTH SYSTEMS RESILIENCE
THROUGH THE USE OF

ELECTRONIC LABELING

Reference: IFPMA Position Paper published on 7 Feb 2022; https://www.ifpma.org/resource-centre/position-paper-use-of-electronic-labeling/

* [FPMA represents the research-based pharmaceutical companies and associations across the globe. The research-based
pharmaceutical industry’s 2 million employees research, develop and provide medicines and vaccines that improve the life of patients

worldwide. Based in Geneva, IFPMA has official relations with the United Nations and contributes industry expertise to help the global
health community find solutions that improve global health.


https://www.ifpma.org/resource-centre/position-paper-use-of-electronic-labeling/
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LOW ACTIVITY IN THE
LAST DECADE

AUS-NZ allowed Paperless eP!
BEL+LUX allow paperless for 40
products

Singapore allows paperless leaflets

Formation of Inter Association Task
Force

SIGNIFICANT INCREASE IN ACTIVITY
SINCE 2020

EMA publishes principles for ePl in Europe

EC Derogation of 4 more EU markets paperless
Hospital products

Japan regulation on transition to paperless eP!
Singapore e-Labeling Guidance published
20+ Pioneer Markets experimenting with ePI

Consultations from Health Authorities in Canada,
EMA

<

<

<

<

INCREASE IN ADOPTION OF ePI

SINCE 2020

More countries moving to paperless ePI

Increase in EC derogations

Move to Paperless Pl as a norm rather than exception
Adopt data and code standards
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Key Policy Milestones in 2024
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B AR o e WHAT IS THE LANDSCAPE OF E-LABELING
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Fig.1 - Global overview of selected e-labeling regulations

Reference: IFPMA Position Paper published on 7 Feb 2022; https://www.ifpma.org/resource-centre/position-paper-use-of-electronic-labeling/
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O 2021

. 2020 Start
implementing
2019 Issued the draft e revised

_ regulation on harmaceutical
Switch from e-Labeling for |paW(p|\/|DAct)

SGML to XML public and removing

1999 pharmaceutical  Finalized e- from commercial
law in orderto  Labeling acks from Au
® implement e- regulation with D i J
Started to . gula 2021 with 2-year
publish labels Labeling effective date  {ransition period.
for Rx products of 1 Sep 2020
as PDF, HTML,
and SGML on
the PMDA
website

* Source information for Japan' s e-Labeling sharing:10TH APAC | APAC (apac-asia.com)

2023

Paper Insert will
be eliminated
from commercial
pack for all
prescription
medicines in
Aug 2023.

X

INVENTING
FOR LIFE


https://jpn01.safelinks.protection.outlook.com/?url=https://apac-asia.com/achievements/10th_apac.html&data=04|01|koyama3384@jtbcom.co.jp|6a32939943c646de307008d90a297f5b|cea04946421d42f9854101db3469d389|0|0|637551995618788326|Unknown|TWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0=|1000&sdata=JhKW2A2rYetnkvYOLe8QMqlszT114EGcgwpipGAtaKQ=&reserved=0
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Electronic Distribution of Package Insert Information

| From 1 Aug, 2021 |

6 Package inserts shall basically be distributed electronically instead of being enclosed in products.

QO In addition to the electronic distribution, package inserts shall be provided in paper format at the initial delivery of
drugs/medical devices under the responsibility of a Marketing Authorization Holder and in cooperation with a
wholesaler, if needed. Also, a scheme shall be built to provide information to access the latest package insert
information shown on the outer box of a product, and revised information is distributed to medical
institutions/pharmacies without fail in paper format or other forms.

O For OTC drugs and medical devices for home use that are directly purchased by consumers, package inserts shall be
continuously prepared in paper format and enclosed in products to make the information available at the time of use!

Provide information
electronicall

-

/MAH: N Hospi ies: k
(M b R 0 ) —_ Hospitals/Pharmacies:

Ow a bar code, e1C. 10 access 1o Preseription drug MAH- 3 Obtain the latestpackage inse
the package insertinformation on xixx tablet 10mg fomati the b de, et
ihe outer box - III"‘ I Prepare HP providing the s

- Provide the information in paper * . . latestpackage insert |/
R ™ information

format, foo. (No need fo enclose
inserts )

QOO0 0mg

MAH(in cooperation with a wholesaler, iTneeded)
1) Provide package inserts in paper formatto medical
institutions/phamacies atthe initial delivery of the

products. - . 2000 tablet 10mg \
2) Provide revised information in paper media, efc. to Notice of revised \ S
medical institutions/pharmacies withoutdelay. L pracautions - Medical institutions/
OO0 Oblet 10mgl o Pharmacies
MRs
| \ - } INVENTING
e FOR LIFE
Asia Partnership Conference

of Pharmaceutical Associations
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Accessibility

XXX EE

Use an app to scan

the barcode

Package
Inserts
Select the
document
Related
Documents

) APAC

Asia Partnership Conference
of Pharmaceutical Associations

1550 o o Show the latest version of
: :gx'”i-"“""' the package insert from
= the PMDA website.
Show the PMDA web page with

* The actual visual image shown on

the smartphone will vary
depending on the app used.

links to the related documents.
(Example for human drugs shown here)
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ePI roadmap key facts

+ The ePI initiative will progress using the ePI « In 2022-2023, the ePI pilot project will
key principles as a quideline. develop tooling and guidance (the ‘minimum
viable product’) for a pilot in real-world
* In December 2021, the ePI set-up project medicines procedures involving CAPs and NAPs.
closes. It has delivered the EU ePI Common
Standard, a proof-of-concept prototype and a « Piloting will be followed by phased

roadmap leading to the next project. implementation.
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Future vision for ePI in regulatory procedures

ePI will be seamlessly integrated with all EMA/NCA
systems supporting medicines assessment.

ePI storage
FHIR server

13

EMA websites/EMWP

NCA websites

3rd party
websites/apps

eHealth systems
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Pilot project to test ePI - concluded

EMA and a group of EU national competent authorities tested the use of ePI in a one-year pilot project from July
2023 to July 2024.

The pilot has concluded. Its achievements include:

s Enabling companies to create and manage ePls during regulatory procedures by using an ePI authoring
tool on the Product Lifecycle Management Portal Of

s Making ePIs created during the pilot publicly available on the portal and via an application programming
interface (API)

To access the ePls, see:

« Published ePIs (Product Lifecycle Management Portal) &
« Application programming interface for ePls

The pilot covered both centralised and national regulatory procedures.

Participating countries included Denmark, the Netherlands, Spain and Sweden.

ePl for human medicines - PLM



https://plm-portal.ema.europa.eu/ePIAll/
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EU ePI Common Standard

ePI uses a semi-structured format, based on a common electronic standard for product information.

The EU ePI Common Standard is available, based on Fast Healthcare Interoperability Resources (FHIR), a
technical standard describing data formats and elements and an application programming interface for exchanging
electronic health records:

e EU ePI Common Standard (on GitHub) &

The EU ePI Common Standard has been adopted by the European medicines regulatory network to support the
provision of harmonised electronic infoermation on medicines within the EU.
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Reference: IFPMA Position Paper published on 7 Feb 2022; https://www.ifpma.org/resource-centre/position-paper-use-of-electronic-labeling/
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