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Electronic product information (ePI)

Electronic product information
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key principles

A joint EMA-HMA-EC collaboration
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Key principles on ePI*

< Definition
Electronic product information* (ePI):
authorised PI in semi-structured format using a
common electronic standard

% Process
Implementation in stepwise approach
(goal: submission of ePI in structured format)

< Implementation
within current legislative framework


https://www.ema.europa.eu/en/electronic-product-information-human-medicines-european-union-key-principles

The benefits of electronic product information m&

For Patients & Healthcare Professionals (HCPs)

« User-friendly format providing tailored information
(e.g. zoom/search function)

* Most up-to-date PI(L)

« Always available

« Enhance safe use of medicines
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The benefits of electronic product information

For Industry & Health Authorities
« More efficient approval processes
* More efficient and flexible production and packaging processes

« Strengthen supply chain -

facilitates re-allocation to mitigate shortages
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The benefits of electronic product information

For Environment & Sustainability

If ePI replaces the PI(L)

 Reducing waste
* Reducing consumption of paper and ink

« Contribution to carbon foot print
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German GI 4.0® tool -Fast & easy access to user-friendly newest PIL

Toujeo 300 Einheiten/ml
Injektionslésung in einem —

1317 A © WRI O Tt m66% Fertigpen

Gl 4.0 =
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Gebrauchsinformation: Information fir
Anwender

Toujeo 300 Einheiten/ml Injektionslgsung in
einem Fertigpen

Insulin glargin
Toujeo 300 Einheiten/ml

Lesen Sie die gesamte Injektionslo's'ung in einem
Packungsbeilage sorgféitig durch, Lertizpen
bevor Sie mit der Anwendung dieses > Was sollten Sie vor der
Arzneimittels beginnen, denn sie o 2 Anwendung von Toujeo
Gebrauchsinformation enthalt wichtige Informationen. beachten?

[
I!|||||J Verpackung Scannen

Was sollten Sie vor der Wenn Sie schwanger sind oder stillen, oder
2 Anwendung von Toujeo > wenn Sie vermuten, schwanger zu sein, oder
1?2

® Meine Arzneimittel achien beabsichtigen, schwanger zu werden, fragen
Stand der Information: Februar 2018 Sie vor der Anwendung dieses Arzneimittels
Ihren Arzt um Rat. Méglicherweise muss lhre
Insulindosis wihrend der Schwangerschaft
und nach der Geburt angepasst werden. Fiir
die Gesundheit Ihres Kindes ist es besonders
wichtig, dass Ihre Blutzuckerwerte sorgféltig
iberwacht und Unterzuckerungen

Accessibility by scanning the Datamatrix-Code or barcode on the box |, oo

Wenn Sie stillen, fragen Sie Ihren Arzt, ob eine
Arnassung lhrer Insulindosis und Ihrer
1ng erforderli

1 Was ist Toujeo und wofiir wird > Q Schwangerschaft SUCHE
es angewendet?
b haft und stillzeit

-02532770

v -nrstiichtigkeit w... Fahigkeit zum

User-friendly, always up-to-date digital (xml based) PIL
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The challenges of electronic product information

What is needed to get there?

Legal framework: ‘@Gﬂmﬂ-

‘ Current review of the EU Pharmaceutical Legislation as opportunity
to get paper package leaflets replaced by electronic versions

« Full transition to electronic patient information in a stepwise
approach, e.qg. starting with HCP-administered products

« Acknowleding different digital literacy of patients/users in the
countries by providing interim solutions (e.g. print-out option)
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The challenges of electronic product information

What is needed to get there?

« Development of harmonized IT infrastructure for ePI implementation,
like EMA activities, and their timely implementation across (EU)
countries

« Accessibility by scanning the code on the package of medicines

Option: Datamatrix-Code (,serialization code')*:
e LA
2oy

EF

SanOﬁ * requested by Falsified Medicines Directive in Europe or other regulations world-wide




The challenges of electronic product information

What is needed to get there?

Datamatrix-Code (DMC)- WHY?

« Already implemented on boxes for almost all Rx medicines*

« Single code approach ensures clarity to users and avoid risk of scanning
errors

« Option to use additionally embedded information (batch, expire date)

‘ Technical solutions for easy access of DMC (e.g. without app)
should be developed!

(QR codes available for interim phase)
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The challenges of electronic product Information

What is needed to get there?

CLOSE COLLABORATION AND PARTNERING OF ALL STAKEHOLDERS
INCLUDING INDUSTRY, AUTHORITIES, PATIENTS, HCPS

sanofi 10



In conclusion

What is neded to get there?

« ePI(L) benefits patients, HCPs, industry, authorities, environment
« Technology such as DMC offers opportunity

- Legislative change is happening in EU

!

« Close collaboration of all stakeholders to deliver on the vision
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Thank you

Questions or
comments? ? ?
o °
| —-—
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