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E-Labeling Essential

E-Labeling is the digital distribution of product/service
information accessible through mobile devices.

) Information is accessed via scannable barcodes.

/~\

/v Offers content in various formats including text,
~-- audio, and video.

) Content can be tailored by geographical location.

'
l/

In healthcare, E-Labeling works alongside physical
labels to provide a comprehensive labeling solution.

E-Labeling Essential, A poster from Nishitha Cherukuri, Northeastern University



benefits of e-labeling

ki
Patient

e Up-to-date safety
Information

e Accessible e-labels for
all users

e Customized
Information based on
INndividual needs

e Improved medication
compliance

000000

Healthcare :
Authority Industry Environment
e Streamlined e« Reduced cost and e Less use of
regulatory wastage paper
Processes e Faster dissemination e Reduced
e Enhanced of changes oollution
product e Better change
tracking control
e Reduced e Reduced errors
supply chain e« Optimized
disruptions manufacturing &

supply chain process
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E-labeling in USA

Current areas

e E-labeling approved for medical devices,.including devices
With screens

e Growing adoption in pharmaceuticals for packaging and
safety Inserts

Future works

e Expansion into broader biologics e-labeling
e Possible integration with cybersecurity labeling for medical devices

E-Labeling Essential, A poster from Nishitha Cherukuri, Northeastern University



E-labeling in European Union

Current areas

e MDR allows e-labels for medical devices
e Digital labeling encouraged for pharmaceuticals
unaer EMA.

Future works

e Unified e-albeling standards across pharmaceuticals,
biologics and medical devices
e Greater emphasis on digital health integration

E-l1 abelina Ecscential. A poster from Nichitha Cherukuri. Northeastern Universitv



E-labeling in Canada

Current areas

» Permits e-labeling for drug packaging and patient information.
e Allowed for medical devices under Health Canada re gulatlons
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Future works b ‘

| g \ 3
e Pilot programs to increase e-labeling for biologics. I

e Moving towards digital compliance for all'drug and medical device
abeling. -

E-Labelina Essential. A poster from Nishitha Cherukuri. Northeastern Universitv



E-labeling in Japan

Current areas

e E-labeling allowed for medieal devieessand drug packaging, but
adoption is limited.

Future works

e Reviewing regulatory frameworks to expand e-labeling for
biologics.
o Anticipated growth in digital health product labeling.

E-l1 abelina Ecscential. A poster from Nichitha Cherukuri. Northeastern Universitv



Overcoming challenges in E-Labeling

Regulatory Resistance to

Fragmentation

e Harmonization e Education and

Efforts Training
e Collaborative e Pilot Programs
Platforms

'

A

T
il
A

Digital Transition

Complexity in

Global Supply Technology
Chain Challenge Integration
e Integrated Systems ¢ Modular
e Partner Solutions
Engagement e Vendor
support
4 £«
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e Structured data for digital use
 Enables further digital
transformation

 Enables creation of tailored
(personalized) labels

e Automated creation of other
materials

E-l abelina Ecscential. A poster fm



ELECTRONIC PRODUCT
INFORMATION FOR
MEDICAL PRODUCTS IN EU ¢ ‘




ePl definition

ePl is authorised, statutory product Key principles outline ePl benefits:

information for human medicines (i.e. published January 2020
summary of product characteristics,
package leaflet and labelling) in a semi- -

structured format created using the EU
ePl Common Standard. ePl is adapted for
electronic handling and allows
dissemination via the web, e-platforms
and print.

ePl for EU medicinecs the EMA-HMA-EC initiative. bv Elizabeth Scanlan.ePl Product Owner. EMA



ePIl definition

ePl refers to the authorised product information for medicines adapted for
handling in electronic format and dissemination via the web, e-platforms and
INn print. ePl includes:

e the summary of product characteristics (SmMPC), intended for healthcare

professionals

e Annex Il (for centrally authorised products)

e [abelling, with outer and inner packaging information, and

e the package leaflet, for patients and consumers.

European Medicines Regulatory Network (EMRN) Electronic Product Information (ePl) Implementation Guide. https://epi-dev.ema.europa.eu/fhirig/



Benefits for patients & healthcare professionals..
..regulators & companies

accessibility, searchability and multilingual capabilities
Patient apps

Digital & Video content . Rapid upaates ~ Support mitigation of
- _ . medicine shortages
(;} Accessibility features . Link to national language _ d
5 Undate alert . ePI . Optimise signal validation
pdate alerts ;
G Timely access to up-to- () Administrative efficiencies

Targeted searches date information in

patient’'s language at o
-

A " point of need 3

-
Uit

)

E-Labeling Essential, A poster from Nishitha Cherukuri, Northeastern University



ePI pilot

e Agencies: EMA, Spain, the Netherlands, Sweden, Denmark
e Duration: July 2023 - July 2024
e ePls published: https://plm-portal.ema.europa.ecu/ePIlAll/

Publication of ePl makes it available at the public webpages of the PLM
portal and via a read-only application programming interface (API).

Iil‘ |||E |:||H u
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ePI pilot objectives

@

Enable EMA & national regulators using ePl in live procedures to
assess tooling and business processes

Collect feedback from companies creating ePl & medicine
information providers using the API (application programming
interface)

Support ePl team in determining outstanding functional
requirements & inform roadmap to implementation

E-l1 abelina Ecscential. A poster from Nichitha Cherukuri. Northeastern Universitv




Key performance indicators (KPIs) defined
porior to the start of the pilot included targets for

e Time taken to create eP]

e Percentage of ePls from co-opted procedures successfully
created and published

e Usability of the ePl tooling at the Product Lifecycle
Management (PLM) portal

e Usefulness of guidance materials CoxIIITS

e Feasibility of proposed business processes '*

e Rating of editor functionality

Ref: ePl pilot report :Experience gained from creation of ePIl during N
regulatory procedures for EU human medicines (2024)



ePl at Product Lifecycle Management Portal

https://plm-portal.ema.europa.ecu/

Froduct L recycle
Bl e From the same portal, applicants
- \ can manage ePl, electronic
Flectronic application forms  Eletronic produt reastmanaenent senie | gpPlIcation forms and product data.
' ]

i ePl features:
e eP| authoring & management

e Rich-text editing
e eP| export to FHIR/Word
e Repository & AP

H Developed with funding by the European Union

E-l1 abelina Ecscential. A poster from Nichitha Cherukuri. Northeastern Universitv


https://plm-portal.ema.europa.eu/

EU ePl Common Standard

e cP| uses a semi-structured format, based on a commmon electronic standard
for product information.

e The EU ePl 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 The EU ePl Common Standard has been adopted by the European
medicines regulatory network to support the provision of harmonised
electronic information on medicines within the EU.

e The EU ePl Common Standard consists of:

o ePl API| Specification (PDF) and the associated ePl| API service list (Excel)
o A FHIR XML template based on the Quality Review of Documents (QRD)
template for human medicines

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-
authorisation/product-information-requirements/electronic-product-information-epi



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi

Delivering ePl to patients

How ePl and PMS data can facilitate linking electronic information for consumers to
the medicine package.

@

::_-_-_l:] [ -

Scan with camera

= Sy
g A;tch GTIN/NTIN

Package leaflet Content

Existing DMC on to product displayed to generated with
package Carrying . - - . data from EMA-
Scan with app Information patient A ACHE TS

GTIN/NTIN )
ePl repository

DMC: Data Matrix Code;GTIN:Global Trade Iltem Number; NTIN:National Trade Item Number;

E-l1 abelina Ecscential. A poster from Nichitha Cherukuri. Northeastern Universitv



Main recommendations

e Supplement Existing Guidance: Enhance and First published: 16/12/2024
highlight guidance, especially for new concepts
and processes.

e Specific Guidance for ePl Creation: Address
cases where ePl content differs from the Quality
Review of Documents (QRD) template.

e Minimize Regulatory Impact: Ensure initial eP|

O EMA HMA

ePI pilot report

Experience gained from creation
of ePI during regulatory

IntrOdUCthﬂ haS mlnlmal effeCt On I’egUlatOry procedures for EU human

medicines

evaluation and supervision.

e Encourage Industry Adoption: Consider a
temporary process allowing first-time eP|
submission outside regulatory procedures

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi

Recommendations: ePl development at the PLM portal

e Import of FHIR (Fast Healthcare Interoperability  First published: 16/12/2024
Resources) format, enabling companies to create
ePl themselves and import it to the PLM portal for ™
regulator publication, bypassing use of the editor.

e ePl versioning to enable access to current and
previously authorised ePIs.

e QRD template versioning to support ongoing

O EMA HMA

ePI pilot report

Experience gained from creation
of ePI during regulatory

eVOlUtIOﬂ Of QRD templateS procedures for EU human

medicines

e Linking of ePl to the respective product in the
network’s Product Management Service (PMS) so
that data from both systems can be leveraged.

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi

Recommendations: the ePl data itself and the flow of
information in the business process

e Separation of styling and content of ePl, which
enables styling to be added to ePl data by consumers
of the data depending on their dissemination
platforms and in line with accessibility criteria.

O EMA HMA

ePI pilot report

o o o Experience gained from creation
e Integration of ePl into Product Lifecycle of 1 during regiatory
Management, to facilitate business processes, e

including further integration with the electronic First published: 16/12/2024
application form and procedure management system.

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi

Pilot conclusion

e the network should progress towards ePlI
implementation, building on the tooling and guidance
already developed and incorporating the
recommendations of this report —

e This should encourage partners and stakeholders,
including the regulatory network, pharmaceutical
. oo . ) . ) ePI pilot report
industry, medicine information providers, and patient Experionce oamed from creation
and HCP representatives, to incorporate ePl into their procedure for £ humen

planning and preparation activities.

e ePl will then be rolled out across NCAs in a phased
approach, taking into account the readiness and

resources of the Member States.

O EMA HMA

First published: 16/12/2024

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi

ELECTRONIC INSTRUCTIONS
FOR USE (EIFUS) FOR
MEDICAL DEVICES IN EU




elFU (instructions for use) Policy Background

As per Implementing Regulation (EU) 2021/2226, instructions for use may be
provided electronically (elFU) instead of on paper for certain devices including:

e Implantable and active implantable medical devices and their

accessories
e Fixed installed medical devices and their accessories

e Medical devices and their accessories fitted with a built-in
system visually displaying the instructions for use

COMMISSION IMPLEMENTING REGULATION (EU) 2021/2226



https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R2226&from=EN

elFU (instructions for use) Policy Background

elFU Allowed for Professional Use
o Permitted when devices and accessories are for professional users only.
o Exception: Software under Regulation (EU) 2017/745 may include elFU
within the software itself.
Manufacturers must document a risk assessment covering:
o User knowledge & experience
o Device usage environment
o Specific user needs
Additional Compliance Conditions
Paper IFU availability: Must be provided within 7 calendar days upon reqguest.
Labeling requirement: Device labels must indicate that IFU is in electronic form

COMMISSION IMPLEMENTING REGULATION (EU) 2021/2226



https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R2226&from=EN

WHY elFU (Instructions for use) ?

e [nstructions for use (IFU) can be hundreds of pages long in one

anguage. Translations further increase the large amount of

paper needed.

e Data from 10 MedTech Europe member companies shows that to

make their paper IFU, 6 billion trees need to be cut down in a
year. This roughly accounts for trees spread over the size of
Belgium or Costa Rica.*

e Paper IFU impact packaging size, warehousing space, shipment
weight, and even sterilization.

e Managing content changes to paper |IFU equals substantial
operational burden and waste in a global scale.

*Let's Go Digital: Instructions For Use - Factsheet for healthcare professionals - MedTech Europe

Digital Labeling and elFU Enhance Customer Experience, Facilitate Compliance, and Improve Operational Efficiencies and Agility. by Gennda C. Marsh



Major jurisdictions worldwide allow e-IFU for
medical devices for professional use

The United States, for instance, has allowed the use of electronic IFU for 20 years for all
prescription devices. Other countries include Canada, Australia, Japan, South Korea, Brasil,
Singapore, Saudi Arabia.

elFU Accepted in
Market
B ro
B ves

Partially accept
elFu

-
-

Digital Labeling and elFU Enhance Customer Experience, Facilitate Compliance, and Improve Operational Efficiencies and Agility. by Gennda C. Marsh



The MedTech Europe survey...

Overwhelming preference of healthcare professionals for elFU for medical devices.

Who responded to the survey?

o

23 EU
Countries

\/

/

72% Physicians/surgeons
9% Technicians/operators
8% Nurses

10% ‘Other’

https://www.medtecheurope.org/wp-content/uploads/2022/11/medtech-europe-position-paper-on-eifu-extension-to-all-professional-use-mds.pdf

882

Responses

= -

132
Admin
staff

\/\

54% Pharmacists

25% Administrative staff
10% Procurement staff
11% ‘Other’

Key messages

>99%

Internet Access

The overwhelming majority
of healthcare professionals
who took the MedTech
Europe survey does have
access to internet at work:
over 99% said yes, while
under 1% does not have
internet access at work.

90%

Hospital admin
staff prefers elFU

Over 90%
administrative

of the hospital
staff/hospital
pharmacists would prefer to

Only a little above 9% would
not prefer this.

88%

Over 88% of healthcare
professionals would prefer to
have the electronic IFU if
available. Only around 12%
prefer paper version.



https://www.medtecheurope.org/wp-content/uploads/2022/11/medtech-europe-position-paper-on-eifu-extension-to-all-professional-use-mds.pdf
https://www.medtecheurope.org/wp-content/uploads/2022/11/medtech-europe-position-paper-on-eifu-extension-to-all-professional-use-mds.pdf

EU Commission Survey on Electronic Instructions

For Use (elFUs) for medical devices
August 1 - October 11 2024

The European Commission is currently

EUROPEAN COMMISSION

E e E— considering allowing the use of Electronic
Instructions for Use for all professional use
R devices (i.e. devices that are used by
Subject:  Survey on Electronic Instructions For Use for medical devices healthcare professionals). Healthcare
professionals and or other persons working
This survey has not yet been in or employed by a healthcare institution
published or has already been in the European Union are kindly requested
unpublished in the meantime as of to contribute to this survey.

March 24th, 2025

https://ec.europa.eu/eusurvey/runner/Survey_elFUs medicaldevices 2024



https://ec.europa.eu/eusurvey/runner/Survey_eIFUs_medicaldevices_2024

EU Commission Survey on Electronic Instructions

For Use (elFUs) for medical devices
August 1 - October 11 2024

INn October 2024 the survey was closed and 87% of
respondents stated they would prefer using elFUs, if
avallable to them.

https://casusconsulting.com/new-eu-commission-2025-initiatives-reclassification-expand-wet-devices-eifus-professional-use/#4-electronic-ifus-for-medical-devices-



https://casusconsulting.com/new-eu-commission-2025-initiatives-reclassification-expand-wet-devices-eifus-professional-use/#4-electronic-ifus-for-medical-devices-

European | Q Search |

proposed initiative would allow

- » mstructlons for use in electronlc for

Medical devices — electronic instructie

||||I|l||\\k
7\
i

—

Have your say - Public Consultations and Feedback > 7 1 o g

About this Initiative

O In preparation

Summary The proposed initiative would allow instructions for use in electronic format for all
Draft act medical devices intended for exclusive use by healthcare professionals.
Feedback period
21 February 2025 - 21 March ~ 1°PIC Public health
2025 Type of act Implementing regulation
Feedback: Open
Committee C49800

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14470-Implementing-regulation-for-electronic-instructions-for-use-for-medical-devices-_en



https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14470-Implementing-regulation-for-electronic-instructions-for-use-for-medical-devices-_en

Unlocking the power of digital labeling
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How does digital labeling work?

Also known as electronic labeling (e-labeling)

REF| 1504-40-102 LOT| SAMPLE
/-\ @
C) Attune

W 2031-04-30  [aTY] 1

QUANTITY

e REVISION CRS FEMORAL

LEFT

CEMENTED

(17)310430(10)SAMPLE

* GS1linear
barcode with
expiry date &
batch no

(01)10603295042150(20)99

covoonysves MIMIITMDIHR 0

* GS1linear
barcode with

GTIN & internal
variant

N
1] 2021-05-03 %
STERILE|R

* GS1 DataMatrix
Code with GTIN,
internal variant, batch
no & expiry date
(preferred barcode)

Examples

Expiry

Packaging
Data

Material
Info

Product
ebsites

Marketing |
Material

* GS1is a not-for-profit international organization, developing and maintaining its own standards for barcodes and the corresponding issue of company prefixes

Digital Labeling and elFU Enhance Customer Experience, Facilitate Compliance, and Improve Operational Efficiencies and Agility. by Gennda C. Marsh



01)08888049111022

‘{
(10)LES0101(17)261231

GS1128 Barcode
P

GS12D
DataMatrix

v

GS12D
DataMatrix

o

GS12D
DataMatrix

T

RAPSO) Convergence

I

] l sjonpoid Mgr

‘ ¢ Auedwon l l | Auedwo)

Scan Matrix app

(J&J developed; company/
brand-agnostic; available Google
& Apple Play stores)

For interoperability
between manufacturers;

redirects request to the
respective company

”

Examp Iesl"'u.,l

\
\
|

Patient Information

Leaflet (PIL)

\

— Instruction for Use (IFU)

J&J Resolver

Company 1

Company 2

> Packaging Info

Marketing Material
(Videos, PDF, etc.)

—— FSCA info (if applicable)

Digital Labeling and elFU Enhance Customer Experience, Facilitate Compliance, and Improve Operational Efficiencies and Agility. by Gennda C. Marsh



Summary: EIFUS FOR MEDICAL DEVICES IN EU

1.Harmonize and standardize
2.Provide holistic approach to product information

3.Leverage existing technology
4.Facilitates compliance with new regulatory requirements

5.Forge strong partnerships across industry and other

stakeholders
6.Implement interoperability to revolutionize healthcare

/.Build scalable solutions

Digital Labeling and elFU Enhance Customer Experience, Facilitate Compliance, and Improve Operational Efficiencies and Agility. by Gennda C. Marsh
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