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The Problem with
Paper

* Lost Leaflets

e QOutdated versions

e Micro-font

* Translation bottlenecks

e Environmental and cost burden
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EU Eifu Framework

* EU Implementin
Regulation 2021%2226
* Defines when Eifu can
replace paper
Risk Assessment
* Paper on request
Version Control
Language access |
* Retention 10-15 years V== Commissie
* Amendment 2025/1234  g77d ===
* Expands to more devices '
for professional use
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Australia (TGA): active guidance on
supplying elFU and expanding
scope. Therapeutic Goods
Administration (TGA)

IT'S NOT JUST
Japan (PMDA): electronic package
EU RO P E inserts now the norm. (Pharma-led,
but signals digital labeling maturity.)

D APAC snapshot (GHWP): multiple
markets accept e-labeling in defined
settings.

US FDA: no single “elFU regulation,”
but e-labeling lives inside Part 801 +
guidance ecosystem. (Practical
translation: e-delivery must still
meet labeling requirements.)
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Central Administration for Pharmaceutical Care

TAUDA-NEPFPAD General Administration of Pharmaceutical References and Leaflets

¥ AFRICAN UNION DEVELOPMENT AGENCY Central Adml_m_stratlfm of Blf]\cglfia\ and Innovative Products and Clinical Trials
General Administration of Biological Products

-)(- mecomed

Medical Aati
Middle East and Africa

Executive Offica No. 8 Floor 5 | DHCX | Building No.64
Dubai Healthcare City | Unitad Arab Emirates

mecomed.com
GUIDELINES ON REQUIREMENTS ON
LABELLING OF MEDICAL DEVICES Mecomed Position Paper on Electronic Instruction
INCLUDING IN VITRO DIAGNOSTIC for Use (E-IFU)
MEDICAL DEVICES vy e
Guideline on Introduction
o E-Labelling of Medical Leaflets of 1 period characterized by raid digtal ransformation and technologieal advancements, the
adoption of Electronic Instructions for Use (e-IFU) stands out as a crifical evolution m the medical
Medicinal and Biological Products for Human e o s e ot oF £ ThUs e e

regulatory challenges and potential benefits as the industry moves tewards digital solutions.

Use

Executive Summary

This paper offers an overview of the Electrome Instructions for Use (e -IFU). hx,ghh,ghnn,gthe need for
and i industry in

the Mlddle East & Africa Region. Mecomed encourages the id.op‘tm nfeIFU across various devies

Year 2024 platforms. Globally, eIFUs are embraced for their real-time updates, accessibility, and environmental
‘benefits. Evidence from MedTech Europe supports a strong preference for e-IFU among healtheare
professionals due to its ease of access and sustamability. The paper calls for collaborative efforts for
higher adoption of E-IFU in the MEA Region and standardized maplementation, ensuring security and
accessibility to enhance healthcare delivery.

Global Adoption and Advantages of e-IFU

Electronic Instructions for Use (e-IFU) have been autherized for professional use across mmerous

. ) countries globally, inchuding the European Union (for selectad product categories), Australia, the
Code: EDREX: GL.BIOINN /CAP.Care. 001 United Sl:iglles, C:ynada Saudi Arabia, Bahrain, Turkey. the United Kingdom, Japan, Singapare, South
VerslﬂllNill- 2 Korea, and Brazil. Th:sglcbﬂlacceph.uoe highlights the crucial role &-IFU plays m ensurmg that
g;r“e Pﬂ‘;a:“:'ﬁ;'z““ healtheare professionals, as well as lay users, have instant access to the most current instruction

ective date:05/2024 revisions, thus enhancing safety and efficacy by providing timely and accurate information.

Additienally, e-IFU facilitates a more straightfornard process for users to search through content and
«quickly find necessary information. The shift towards flexable formats m patient mformation maternals
aligns with global trends, the and timeli of adopting &-IFU systems.

1

IFUs provide to healthcare profe and users, i

. U&lo-dlte m.formahnn e[FUs available online ensure users have access to the most current
i g any safety updates or several benefits recall information.

» Imcreased ﬂlﬂxw eIFUs can be accessed via multiple platforms whenever the user needs

them, which is espeecially in a hospital envi wherepape(lIUsa:e]:belym

e disposed of or lost. Also, professional users have specific training in their medical discipline
GUIDELINE ON E-LABELING OF MEDICAL
LEAFLETS OF MEDICINAL AND BIOLOGICAL
PRODUCTS FOR HUMAN USE
Code: EDREX: GL.BIOINN /CAP.Care. 001
Version/year: 5/2024



https://amrh.nepad.org/publication/guidelines-requirements-labelling-of-medical-devices-including-vitro-diagnostic
https://www.edaegypt.gov.eg/media/lwllr1gm/guide-line-e-labelling-of-medical-leaflets-of-medicinal-products-for-human-use.pdf
https://www.mecomed.com/assets/pdf/whitepapers/position-paper.pdf
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Why elFU Really Matters for Africa

* Accessibility for Remote and Multilingual Regions

* Bridging Infrastructure Gaps with Smart Alternatives
* Regulatory agility and Regional Harmonization

* Environmental and Economic Benefits

* Patient Safety and Real-Time Updates

e Data Traceability and Trust

* Inclusive Technology for Emerging Manufacturers
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RISK MANAGEMENT,

# RED TAPE;
IT'S YOUR
SEATBELT




EU-Style Risk Assessment

Elements
[ ]
User Digital Fallback in Website
Access Emergenccies Resilience
la A
Tamper Update Language
Protection Notifications
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Should you invest on your
own elFU system?

EasylFU.com



What “Good’ Looks Like:
A Platform Pattern







easyifu.com/EASY 11

Instruction for Use V2 pponueT NAME

Description

Ciduciis suntia aut aut alibeaqui ipid quas exerumque imaxim ulles eatiatur re od quibus.
Faciani cuptibusda eatur alit ressintia quid modigenis nimincia dolor aut landignis et et fugit, sint
es nonectorrume net ipiet qui solupta vent, con cuptaquias aci unt est quature pudandam, sunt eum
quide num quasperibus.
Atio. Um escita plabor autempo reratus et lam quissit ibuscimus ex et officabor moluptatem dis ali-
Easy elFU quae doluptatur alicia dia adis es ad quas dolupiet, alia serro et, tem quam, que culpa volo volorpori-
version: 2.0 bus maximus eaqui ipsameni tem labo. Aritasit mos eserectatium qui cupta dolorib usandel laborepu-
e e da identes ulligen ihillat parum con enet et qui ullo que pro inciur, sumquas sequunderia venia aliquo
temo et am ipsum acea sam fugitatem imperch illautem. Nem eum comnima ducipsam res vellaut
quia pos provita duciusda sam enis aceptatis ipsam inctiis aliquatis voluptae a ne molorum

. select elFU version by language: Intended use
Vversion:

. Ciduciis suntia aut aut alibeaqui ipid quas exerumque imaxim ulles eatiatur re od quibus.
English @ Faciani cuptibusda eatur alit ressintia quid modigenis nimincia dolor aut landignis et et fugit, sint

version:

Components

select elFU version by language:

English @

Version 2.0

Version 1.0 1. Component 1

Ciduciis suntia aut aut alibeaqui ipid quas exerumque
French imaxim ulles eatiatur re od quibus.

Faciani cuptibusda eatur alit ressintia quid modigenis

nimincia dolor aut landignis et et fugit, sint es nonector-
Global rume net ipiet qui solupta vent, con cuptaquias aci unt IMAGE COMPONENT 1

est quature pudandam, sunt eum quide num quasperi-

bus.

select elFU version by language:

English

Version 1.0
Fren(:h 2. Component 2

Ciduciis suntia aut aut alibeaqui ipid quas exerumque
imaxim ulles eatiatur re od quibus.

Faciani cuptibusda eatur alit ressintia quid modigenis
nimincia dolor aut landignis et et fugit, sint es nonector-
rume net ipiet qui solupta vent, con cuptaquias aci unt IMAGE COMPONENT 2
est quature pudandam, sunt eum quide num quasperi-
bus.

Global French @

Global @

3. Component 3

Ciduciis suntia aut aut alibeaqui ipid quas exerumque
imaxim ulles eatiatur re od quibus.

Faciani cuptibusda eatur alit ressintia quid modigenis
nimincia dolor aut landignis et et fugit, sint es nonector-
rume net ipiet qui solupta vent, con cuptaquias aci unt IMAGE COMPONENT 3
est quature pudandam, sunt eum quide num quasperi-
bus.
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SUMMIT
Labeling

Answer questions and you’ll get your label with the QR-
Code and the URL for accessing the elFU.
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EasyCath IV Cannula

EN-The device is intended for peripheral intravenous access for the administration of fluids,
medication, or nutrients into the bloodstream.

FR-Le dispositif est destiné a I'accés intraveineux périphérique pour I'administration de fluides, de
médicaments ou de nutriments dans la circulation sanguine.

NL-Het hulpmiddel is bedoeld voor perifere intraveneuze toegang veor het toedienen van
vloeistoffen, medicijnen of voedingsstoffen in de bloedbaan.

Easy Medical
asy tea MediSupply HealthPro
Device Solutions Importers
Villa N°3 Rue De La ", P
‘ 123 Healthcare 789 Import St,
Guinee Dior Jamaa
g Ave, Suite 200, Warehouse 3,
London, UK, ECIA Berlin, Germany,
RABAT
10115
Morocco
&Izozs 10-17 g 2027-12-06 LOT |emose
MedReg
Compliance Ltd.
10 C e
EASY-IV-123 # IV2025A EU |REP
H E F I—l—, Street
Amsterdam,
Netherlands
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Next steps for EasylFU

* E-Labelling — To simplify label and include more digitalization to help
people understand the content.

* Al to interrogate your IFU — What if instead of searching the text
within an elFU you can ask your question.

* Vocal IFU — For people that have difficulty to read, we can ask the IFU
to be read.

* Video IFU — Someone explains to you with a Video how to use your
Device
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For A Healthier Africa
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“Europe created the rules for digital IFUs.
Africa can turn them into real-life impact —
safer patients, smarter regulation, and a
greener continent.”
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