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ePI definition

2 Harmonised ePI for EU medicines

ePI is authorised, statutory 
product information for human 
medicines (i.e. summary of 
product characteristics, 
package leaflet and labelling) in 
a semi-structured format created 
using the EU ePI Common 
Standard. ePI is adapted for 
electronic handling and allows 
dissemination via the web, e-
platforms and print.
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Benefits for patients, healthcare 
professionals, regulators & companies
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EMA-HMA-EC: progress of ePI initiative

ePI at PLM Portal

Key principles

2023-2024: Creation of ePI in real 

procedures by EMA, AEMPS, DKMA, 

MEB and MPA

Pilot

Creation and management by companies & 
regulators, storage in FHIR repository

2020: ePI is authorised summary of 
product characteristics, package leaflet and 
labelling created using the EU ePI Common 
Standard. ePI optimises dissemination via 
the web, e-platforms and print.
Benefits of up-to-date timely information

EU ePI Common Standard
2021: Harmonisation using EU 
ePI Common Standard based on 
FHIR: a set of XML (and/or JSON) 
health data resources, 
plus a REST API 
for accessing them

Developed 
with 
funding by 
the 
European 
Union
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ePI at the Product Lifecycle Management 
portal

From the same portal, applicants 
can manage ePI, electronic 
application forms and product 
data.

ePI features:

• ePI authoring & management

• Rich-text editing

• ePI export to FHIR/Word

• Repository & API
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ePI pilot objectives
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ePI pilot outcomes
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Pre-implementation work

Actions from pilot recommendations, including 
Guidance to be created
Business processes to be elaborated
PLM portal features to be developed

User Acceptance Testing

ePI access from medicine package: public consultation on Reflection paper (Q2 2025)

Road map for phased implementation – working towards centrally authorised products (CAP) 
go live first, assess national competent authorities (NCA) readiness

8



Classified as public by the European Medicines Agency 

How will MAH provide ePI to patients?

 Data matrix code (already on the box and used for anti-falsification) preferred to adding 
additional QR code

 Availability of EU wide solution is desirable in cross-industry collaboration

Existing DMC 
on package 
carrying 
Data Carrier 
Identifier

Scan with camera

Match Data 
Carrier 
Identifier to 
product 
information

Package leaflet 
displayed to patient

Content generated with 
data from  EMA-EMRN 
FHIR ePI repository

Scan with app
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Thank you

Follow us

g 

ePI@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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