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The IFU Shift: Why Going Digital 
Matters for the Continent



Raise your hand if 
you’ve actually read 
the paper IFU before 

using a product



The Problem with 
Paper
• Lost Leaflets

• Outdated versions

• Micro-font

• Translation bottlenecks

• Environmental and cost burden



EU Eifu Framework
• EU Implementing 

Regulation 2021/2226
• Defines when Eifu can 

replace paper
• Risk Assessment
• Paper on request
• Version Control
• Language access
• Retention 10-15 years

• Amendment 2025/1234
• Expands to more devices 

for professional use



• Australia (TGA): active guidance on 
supplying eIFU and expanding
scope. Therapeutic Goods
Administration (TGA)

• Japan (PMDA): electronic package 
inserts now the norm. (Pharma-led, 
but signals digital labeling maturity.)

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

• US FDA: no single “eIFU regulation,” 
but e-labeling lives inside Part 801 + 
guidance ecosystem. (Practical
translation: e-delivery must still
meet labeling requirements.)



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


Why eIFU 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
• Data Traceability and Trust
• Inclusive Technology for Emerging Manufacturers







Should you invest on your 
own eIFU system?

EasyIFU.com





Scan me





Labeling
Answer questions and you’ll get your label with the QR-
Code and the URL for accessing the eIFU.  



Next steps for EasyIFU
• E-Labelling – To simplify label and include more digitalization to help 

people understand the content.
• AI to interrogate your IFU – What if instead of searching the text 

within an eIFU 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



“Europe created the rules for digital IFUs. Africa can turn them into real-life impact — safer patients, smarter regulation, and a 
greener continent.”

T H A N K  Y O U

“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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