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Privacy Notice -

The  GRAVITATE HEALTH  ePI is on FHIR Webinar is taking 
place on Zoom video conferencing. The meeting will be recorded.

This means the following data will be recorded about you:

Å your name and the registration details you provide

Å your image if you choose to turn on your video camera at any time

Å your voice if you choose to ask a question or make a comment orally, as well as any text you 
choose to write in the Zoom tool

The data controller for this information is the University of Oslo (UiO) and UiO undertakes to 
keep your data safe.

The data will be used only for project purposes and will not be used beyond the project without 
your specific consent. The data will be kept for the duration of the project.

If you do not consent to your data being recorded, you should not take part in the meeting

The recording will be uploaded to YouTube and made available through the Gravitate -Health 
website.
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Agenda

Å Introduction Ṿ Ronnie Mundair , Senior Director, GRS, Pfizer
Å ePI in the EU legislative Landscape Ṿ Dr  Petra Wilson , HIMSS Europe, Ethical & Legal 

Coordination Lead
Å ePI Roadmap: pathway to implementation for EU medicines Ṿ Dr Juan Garcia Burgos , 

Head of Public and Stakeholders Engagement Department, European Medicines Agency
Å The Road to ePI Implementation, an NCA update Ṿ Evinn  Drusys , E-labeling developer, 

AEMPS
Å Gravitate -Health Close of Project Update Ṿ highlights and achievements - Dr Giovanna 

Ferrari , Regional Labeling Lead, International Labeling, Pfizer; Project lead
Å From Vision to Implementation of ePI Ṿ Industry Reflections - Dr Koen Nauwelaerts , 

Regulatory Policy and Innovation Lead, Bayer AG
Å Gravitate -Health Next Steps; future sustainability actions Ṿ Prof Anne Moen , Academic 

Coordinator, University of Oslo
Å Q & A
Å Closing Remarks Ṿ Dr Juan Garcia Burgos & Prof Anne Moen
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ePI  in the EU legislative 
Landscape

6 May 2026

Petra Wilson Ṿ HIMSS Europe, Ethical & Legal 
Coordination Lead



7

What is electronic product information (ePI)?

" The authorised, statutory product 
information for medicines ( SmPC, package 
leaflet and labelling ) adapted for handling in 
electronic format and dissemination via the 
web, e-platforms and in print. " 

EMA/HMA/EC Key Principles document

SmPC
Summary of Product Characteristics
For healthcare professionals

Package Leaflet
Patient Information Leaflet (PIL)
For patients & consumers

Labelling
Inner & outer packaging information
Machine-readable via QR / 2D code

Key point:  ePI is not a simplified summary.  It is the full legally authorised text, structured in FHIR 
(Fast Healthcare Interoperability Resources). It uses  the same standards  that will underpin EHDS-
compliant EHR systems*,  making it machine-readable, searchable, real-time updateable, and 
natively interoperable with digital health infrastructure.

* The EHDS standard to EHRs has not yet been  adopted, expected early 2027
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ePI under existing EU law: voluntary, not mandatory
Directive 2001/83/EC   and  Regulation (EC) 726/2004   

Guideline on good pharmacovigilance practices (GVP) Module V Rev 2

Article 58, Dir. 2001/83/EC

Paper package leaflet is mandatory in all medicine 
packaging . No legal obligation to provide an electronic 
equivalent. ePI supplements but does not replace the paper 
insert.`

Articles 11, 59 & 62, Dir. 2001/83/EC

Content requirements for SmPC, labelling and package 
leaflet apply in full to ePI where it is created . The structured 
ePI must meet  quality review of documents standards 
(QRD) same content obligations, electronic format.

Article 13, Reg. (EC) 726/2004
EMA must publish authorised product information in the 
European Public Assessment Report (EPAR)  following the 
centralised procedure. ePI is published on the Product 
Lifecycle Management Portal as a supplement у it does not 
replace the EPAR document.

GVP Module V Rev 2, Sections V.B.1тV.B.3

SmPC and package leaflet are the primary routine risk 
minimisation tools for all medicinal products. ePI is the 
digital form of these documents у same regulatory function, 
electronic delivery.

Net position: Under the existing framework ePI has no mandatory legal status. Its current role is as 
a voluntary, technically standardised digital parallel to the paper-based system у built in 
anticipation of mandatory requirements that are now coming.
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The EMA/HMA ePI pilot: what was learned

Pilot scope: EMA + NCAs of Denmark, Netherlands, Spain and Sweden · July 2023 т August 2024 · 23 ePIs 
created and published in live regulatory procedures (centrally and nationally authorised medicines)

What the pilot found

EU regulatory system ready
The overall regulatory infrastructure  (QRD templates, PLM Portal, 
regulatory workflows  is capable of supporting phased ePI 
implementation.

FHIR standard works in practice
All 23 ePIs were created to the EU ePI Common Standard (FHIR). The 
structured format performed well across both centralised and 
national procedures.

API access demonstrated
Published ePIs were made available via the PLM Portal and through a 
public API, enabling third-party health platform access to authorised 
content.

Phased approach recommended
Implementation should begin voluntarily for centrally authorised 
products, extending to national products as Member States develop 
readiness.

What still needs to be done

IRIS integration required
ePI submission must be linked to the IRIS procedure management 
system for centrally authorised products. This is a significant IT 
development not yet complete.

Enhanced guidance needed
Participants called for improved user guidance and updated business 
processes before voluntary adoption begins, to ensure minimal 
disruption.

QRD template transition
A transition plan is needed for converting existing product information 
to the updated QRD template. Old and new templates must coexist 
during changeover.

QR-code access pathway
The April 2025 Reflection Paper addresses how patients can access 
ePI by scanning a 2D code on the pack у a key missing piece for real-
world patient access.

Source: EMA/HMA ePI Pilot Report (Dec 2024); EMA Reflection Paper on linking ePI from EU medicine packages (Apr 2025, EMA/95076/2025)
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Å Political agreement 11 Dec 2025 
Å Replaces Dir. 2001/83/EC & Reg. (EC) 726/2004 
Å Entry into force 2026 · MS variation permitted
 NCAs of Denmark, Netherlands, Spain and Sweden · July 2023 т August 2024 · 23 ePIs created and live 
regulatory procedures (centrally and nationally authorised medicines)

The new pharma legislation: ePI  will become mandatory

MANDATORY FROM 2026

Mandatory ePI submission

New Regulation (replacing 726/2004) & 
new Directive (replacing 2001/83/EC)

All MA applicants must submit 
in electronic and structured 
formats and make approved 
product information available 
as ePI. Converts ePI from 
voluntary initiative to hard legal 
obligation.

QR / 2D code on packaging

New Directive щ Arts. replacing Arts. 58ш
62 Dir. 2001/83/EC

Package leaflets may be provided 
electronically via a 2D scanning 
code on outer packaging. QR code 
must link to current EMA/NCA-
hosted ePI. Paper insert may be 
removed where electronic access 
is available.

Paper fallback & MS variation

New Directive; Art. on antimicrobials щ 
paper awareness card mandatory

Patients retain the right to 
request a printed copy at 
pharmacy ("Print on Demand"). 
For antimicrobials, a paper 
awareness card is required even 
where the leaflet is electronic. 
Member States may set stricter 
national access requirements.

Member State variation: The new Directive permits Member States to maintain or 
introduce stricter national requirements on patient access to product information, 
including on the pace and conditions of paper leaflet removal. Transition periods 
vary.
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The ePI political debate: who argued what and why

In favour of ePI / digital-first Cautious / conditional support Against / significant concerns

EMA & NCA network
Actively developed the ePI standard and pilot 
programme. View ePI as essential for regulatory 
modernisation, real-time safety updates and 
interoperability with EHDS.

EFPIA / Medicines for Europe
Industry broadly supports mandatory ePI as it 
reduces costs of physical reprints and enables 
faster safety updates. Advocated for FHIR standard 
adoption.

European Commission
Proposed mandatory ePI in the April 2023 package 
as part of the digitalisation agenda. Framed as 
essential for the Pharmaceutical Strategy for 
Europe.

Digital health innovators / AESGP
Self-care industry supported ePI as enabling better 
patient access to up-to-date information, 
particularly for OTC medicines where patients 
manage their own care.

Council of the EU
Supported ePI in principle but insisted on Member State 
flexibility у allowing national authorities to set their own 
pace and conditions for paper leaflet removal.

European Parliament (rapporteurs)
MEP Tilly Metz (Greens/Luxembourg) and others 
supported ePI but pushed hard for a longer transition (10 
years not 5) and robust paper fallback guarantees for all 
patients.

Some patient organisations
Broadly supportive of digital access improvements but 
pressed for explicit protections for patients without 
internet access or digital skills, including offline access 
options.

Hospital pharmacists (EAHP)
Supported ePI for professional use but raised workflow 
concerns about print-on-demand in dispensing contexts 
and the reliability of connectivity-dependent access.

MLPS (Medical Leaflets = Patient Safety)
Coalition of packaging industry and patient safety 
advocates. Argued paper leaflets are a patient safety 
necessity, that print-on-demand is unworkable, and that 
digital-only access would create dangerous information 
gaps.

Carton / packaging industry (ECMA)

Opposed removal of paper leaflets on safety and supply 
chain grounds. Argued that leaflets separated from 
medicines in transit would not reach patients, and that a 10-
year minimum transition is needed.

Older patient & disability advocates

Raised the digital divide: 43% of EU adults have low health 
literacy; only 57% of 55т74 year olds use internet regularly 
у the group with highest medicine use. Opposed any 
mandatory digital-only pathway.

December 2025 compromise: ePI mandatory; QR-code access permitted; paper on request preserved; antimicrobials paper 
awareness card required; Member State variation on transition pace allowed. Digital divide argument partially heard.

Sources: EP positions April 2024; Council position June 2025; EFPIA position papers; MLPS/ECMA consultation responses; AESGP survey (2024); EurActiv 2023ш2025
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EHDS: making ePI useful at the point of care

Reg. (EU) 2025/327 (EHDS)  establishes the first EU sector-specific data space for health у a harmonised legal, technical 
and governance framework for primary use (care delivery) and secondary use (research, regulation, innovation) of electronic 
health data across all Member States. In force 26 March 2025; not yet fully applied.

FHIR interoperability (Arts. 23т33)

Å All EHR systems must implement a European interoperability software component based on FHIR. 
Å ePI already uses the same standard,  so product information can be surfaced natively inside hospital and GP EHR 

platforms with no translation layer. Common specifications developed with MDCG consultation where MDR devices are 
affected (Art. 36(5)).

Patient data rights (Arts. 3т10)

Å Patients have the right to access, port and share their personal electronic health data, including ePrescriptions from 2029.
Å Linking prescriptions to the relevant ePI creates a seamless information pathway at dispensing.

ePrescription infrastructure (Art. 23 & Annex I)

Å ePrescriptions and eDispensations are the first priority data category under MyHealth@EU, operational in all Member States 
by March 2029. 

Å Each ePrescription can carry a structured link to the ePI for that product via a  scan code on pack



Thank you



DISCLAIMER: The presentation reflects the authors view.  IMI JU, 
European Union, EFPIA, or Datapharm Limited are not liable for 
any use that may be made of the information contained herein.

ePI Roadmap: pathway to 
implementation for EU medicines 

Dr Juan Garcia Burgos, Head of Public and Stakeholders 
Engagement Department, European Medicines Agency



Vision and Key principles
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o Benefits for public health: Expanded patient access and accessibility, including to users with diverse abilities

o Efficiency gains for regulatory systems

o Legislative framework :

o ePI available according to Member States requirements in line with the legislation

o Open access to regulator-approved information only

o Ensuring data protection

o EU and global context :

o Multilingual ePI

o ePI interoperable by design with eHealth initiatives and EU Telematics projects, considering national infrastructures and systems and 

global health standards.

Key principles

To create a digital, user-friendly, and authoritative EU system for Product Information that delivers timely, up-to-date, accurate, and accessible information on EU medicines to 

patients and healthcare professionals, while streamlining regulatory processes.

o ePI is authorised, statutory product information for medicines (i.e. SmPC, PL and labelling) in a semi-structured format created using the common EU electronic standard. 

ePI is adapted for electronic handling and allows dissemination via the world wide web, e-platforms and print. 

o Common electronic standard to create ePI agreed by EMA, HMA, NCAs, EC, and representatives of the pharmaceutical industry, patients and HCPs. 

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

ePI definition

Vision



Benefits for patients, healthcare professionals, 
regulators & companies
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EMA - HMA - EC: progress of ePI initiative
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Creation and management by companies & regulators, storage in 

FHIR repository

Key Principles

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

Pilot

2023-2024: Creation of ePI in real procedures by EMA, AEMPS, 

DKMA, MEB and MPA

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

ePI at PLM Portal

Developed with funding by the European Union



EU ePI Common Standard based on FHIR & supported 
by Gravitate Health

EMRN implementation guide for 
the EU ePI Common Standard 
available at the PLM portal.
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ePI pilot outcomes
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All 23 companies and 5 regulators successfully created and 

published  ePI in real regulatory procedures with no blocks

KPIs on ePI creation, management and portal usability met 

Recommendations  made in categories: 

Guidelines, Business Process and PLM Portal

Priority features for development defined:  FHIR upload, 

versioning, QRD templates, Link to PMS, Styling strategy, 

integration into lifecycle



ePI product and ecosystem
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Trustworthy 

source 

EMA/EMWP/NCA public 

websites

EMA/NCA

Scientific 

evaluation 

e-Rx

Patients & HPCs

EHR

Clinical decision support 

systems

Other
ePI

Authorised 

ePI held by EMA 

and NCAs

3 rd  party app 
and websites

Source: European Medicines Agency

ePI creation & 

submission at 

PLM portal
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ePI creation & 

submission at 

PLM portal

ePI

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/electronic-product-information-human-medicines-european-union-key-principles_en.pdf


Pre - implementation work
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MVP epic (2025 -26)

Guidance  development

Stabilisation and performance optimisation

User Acceptance Testing

Additional PLM Portal development 

IRIS-eSubmission  integration

Developing and adapting business  process  for CAPs and NAPs



Proposed phased implementation
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CAPs Go live (Q42026 -28)

Vaccines

Oncology

Other therapeutic areas or progress to All CAPs

CAP progressive implementation by therapeutic areas:



Proposed Road Map -  CAPs implementation
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Kick -off implementation

Initial implementation will not interfere with the assessment

Future vision : ePI integrated in a fully digitalised assessment

Once a productôs PI is available in electronic format, it will remain 

electronic in  all  subsequent  variations

Initial ePI implementation in English , with all languages optional ïfully 

multilingual  at a later stage

MAHs  will be requested to generate  and upload ePI in the PLM portal through an extra 

step in process (alongside current Word/PDF submission)



Proposed Road Map Ɉ NCA implementation
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NCA implementation

NCAs  implementation may require:

Additional development may be needed by EMA/NCA to support full interoperability of 

each NCA

Joint EMA/HMA Road Map for implementation  will support orderly, well 

managed & timely go live

Each NCA to do pre -implementation development work to adapt national systems as 

well as NCAs procedure change management

ePI central FHIR repository proposed in NPL ï model tested during the 

pilot



2026

Q2 Q3 Q4

ePI  implementation roadmap [DRAFT]

Q1

Legend

Features and guidance development

NCA survey and readiness assessment

C
A

P
s

N
o
n
 -

 C
A

P
s

2027

Industry

UAT

NCA implementation

Acronyms

CAP: Centrally Authorised Product

Non-CAP: Non-Centrally Authorised 

Product

HMA: Heads of Medicines Agencies

NCA:  National Competent Authority

TBC: To be confirmed

ATC: Anatomical Therapeutic Chemical

UAT:  User Acceptance Testing

H1 H2

2028

Transition period

Hypercare

H1 H2

Detailed implementation plan to be defined, following readiness assessment

Q3
Go-live 

voluntary 

oncology 

products 

(ATC code L01, 

L04)

Go-live 

voluntary

all CAPs

Go-live voluntary 

submission 

for vaccines

(ATC code J07)

NCA bilaterals (upon request)

June

NCA 

workshop

Final roadmap, 

including timelines 

for NCA roll -out

Go-live

Dev. activities Announcement

Milestone Go-live TBC



Digital format easily accessible to all patients

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

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

27



Thank you

Follow us

LinkedIn icon
YouTube icon Instagram icon

ePI@ema.europa.eu

juan.garcia@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


DISCLAIMER: The presentation reflects the authors view.  IMI JU, 
European Union, EFPIA, or Datapharm Limited are not liable for 
any use that may be made of the information contained herein.

The Road to ePI 
Implementation, an NCA 

update

Evinn  Drusys, E -labeling developer, AEMPS



The road to ePI 
implementation, an 

NCA updateePI on FHIR Part III
May 6, 2026

Evinn Drusys
ePI NCA Network Product Owner



1 ePI Latest developments

3

1

UAT participants can create their own ePI and 

successfully import

FHIR Import UAT

20 organisations

(companies and service providers)

100 test epi imported

51 feedback surveys

8 bugs identified

12 work items created

Latest guidance advises 

companies how to include styling 

information in ePI

Comprehensive guidance 

available at PLM



2 ePI draft roadmap



3 NCA workshop

In June, all NCAs have been invited to participate in a joint workshop on

ePI. 

The agenda features technical demonstrations of product lifecycle 

management(PLM) ePI tools and detailed explorations of the FHIR 

standard for data exchange. 

Presenters will evaluate the business and IT change impacts of 

transitioning from Word/PDF to FHIR ePI in the regulatory environment. 

Additionally, the workshop includes global case studies and collaborative 

sessions designed to assess the readiness of member states for this 

technological shift.

A post workshop survey will be sent out to all NCAs to assess their 

readiness to implement ePI. 



4 ePI system demo

Stay up to date with the 
EMA/HMA ePI project. 

Recordings available on 
EMA website/YouTube

No invitation needed: join 
livestream on YouTube

View recording of most 
recent demo: 26th of March 
2026



5 PoC: AEMPS ePI generator



6 ePI types



7 Gravitate Health MVP



Thank you very much for your attention
Evinn Drusys, AEMPS IT Division ïAgencia Española 

de Medicamentos y Productos Sanitarios

Efoster_externo@aemps.es
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Gravitate -Health Close of Project 
- update highlights and 

achievements

Dr Giovanna Ferrari, Regional Labeling Lead, 
International Labeling, Pfizer; Project lead



Gravitate -Health  Public -Private Partnership

45 partners in 
Europe & USA

͏͗Ο͒ϐƦƆƝƝϐϛ

68 months
11/20 θ 06/26

European start 
Global Outreach



Gravitate -oǸǍȺʌțẏɾ ǪɐɅʌɶȡǩʔʌȡɐɅɾ & achievements 
Empowering and Equipping Europeans with Health Information from trusted sources, for Active, 
Personal Health Management and Adherence to Treatment, starting with ePI  

aŀǊƛŀΩǎ medicines

¶ǍɶȡǍẏɾ 
medicines 

EHR 
-IPS - 

ePI

Gravitate - 
Health

Health 
Education 
Materials

Personalized, relevant presentation of ePI  
Information 

SourcesG-lens ®

¾ǵǙϐǭŝǡǭŝǙǡϐǡįȔǡϐϐΤϐ
ṟ ǸǍɾȡǸɶ ʌɐ ɶǸǍǱṣ u țǍǱ ʌɐ ǸɅȺǍɶȓǸ ǍȺȺ ʌțǸ ȺȡʌʌȺǸ ȺǸʌʌǸɶɾ ṳɳɶȡɅʌṴṟ ǍɅǱ ȡʌṧɾ ǍɅ ǸʲǍǪʌ Ǫɐɳʳ ɐȒ ʌțǸ Ǳɶʔȓ ȺǍǩǸȺṣ
ṟ ɳǍʳȡɅȓ ǍʌʌǸɅʌȡɐɅ ʌɐ ɳǸɐɳȺǸṧɾ ɳǸɶɾɐɅǍȺ ǱǍʌǍṞ ǸɾɳǸǪȡǍȺȺʳ ǍȓǸṞ ǍɅǱ ʌțȡɾ ǱǸʌǍȡȺ ɃǍȶǸɾ Ǎ ǱȡȒȒǸɶǸɅǪǸṣ

www.gravitatehealth.eu  // @gravitatehealth Gravitate -Health project has received funding from the Innovative 
Medicines Initiative Joint Undertaking,  grant agreement No 945334. 

https://youtu.be/ZaXPxeI5NpQ
http://www.gravitatehealth.eu/


Impact of the approach - a global FHIR ePI  Standard

Å The VULCAN ePI profile is 
completely aligned with EU 
ePI Common Standard, both 
use FHIR Lists, Bundles, 
Composition to represent PI 
documents

Å The EU ePI Common Standard 
includes a link to SPOR 
(master data system for EU 
medicines)

Å To enable global use for 
regions without SPOR, 
VULCAN ePI Profile has option 
to include data directly

Gravitate -Health has helped connect key initiatives and leverage collaborations globally, 
building on developments in the EU, to drive quickly towards a global HL7 FHIR ePI  
standard

Statement of collaboration to support 
the EU ePI  Common Standard - Gravitate Health

https://www.gravitatehealth.eu/statement-of-collaboration-to-support-the-eu-epi-common-standard/
https://www.gravitatehealth.eu/statement-of-collaboration-to-support-the-eu-epi-common-standard/
https://www.gravitatehealth.eu/statement-of-collaboration-to-support-the-eu-epi-common-standard/
https://www.gravitatehealth.eu/statement-of-collaboration-to-support-the-eu-epi-common-standard/


ePI Structure and Content - FHIR ePI enrichment
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ePI Type 1: 

Label Template Only

ePI Type 2: 

Product Details

ePI Type 3: 

Clinical Details

ePI Type 4: 

Full Structure

Å Section headings

Å Paragraph text

Å Tables

Å Images

ÅDocument 

metadata 

(language, version, 

date of last 

revision)

Å Type 1

ÅMedicinal Product 

Å Ingredients

ÅManufactured form

Å Administrable form

ÅOrganization

Å Packaging

Å Type 1 and 2 

Å Indication

Å Interactions 
Å Contraindication

Å Undesirable Effects

ÅWarnings

Å Structured Dose

ÅMajority of label 

content is 

populated by 

discrete structured 

components



Drive value of  ePI  Ṿ ǍʔȓɃǸɅʌȡɅȓ ẌePrescription  
/eDispensation ẍ >ɶɐɾɾ-border services under EHDS primary use 

ṟṣ [eP -eD ] + ePI

44

[eP -eD ] + ePI

Illustration based on materials from: THL/FI, CAPABLE.healthcare/NO т Gravitate-Health 

Ẍ¸ɐ țǍɶɃ ȡɅ Ǎ ṳǪȡʌȡʽǸɅ ȒɐǪʔɾǸǱṴ ɾǸɶʬȡǪǸ ȡɅ ɃʔȺʌȡɳȺǸ ȺǍɅȓʔǍȓǸɾẍ 



Academia | 
Research

myhealthbox.eu

NCDC

Consortia

Government

Implementers

Academia | 
Research

Pharma

Others

Gravitate -Health growing external community 



In summary; making a difference in a patient journey
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INTERNATIONAL 
STANDARDS

FHIR  Interoperability
IDMP  identify product 

FHIR ePI IG
 medicinal product info

Dispense 
Demonstrate

Substitute (if need)  
SUSTAINABLE 

DEPLOY

Cross-border mobility  
- trust and safety -

IMPROVING ACCESS
UNDERSTANDING 

Language Ṿ Focusing Content
Risk Minimization Ṿ Patient Safety 

Multi -lingual focused information
ePrescription Ṿ (e)Dispensation - ePI



This project has received funding from the Innovative Medicines Initiative Joint Undertaking under grant agreement No 
945334. 

Thank You
contact@gravitatehealth.eu

www.gravitatehealth.eu
@gravitatehealth

Get our newsletter 

mailto:contact@gravitatehealth.eu
http://www.gravitatehealth.eu/
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From Vision to 
Implementation of ePI Ṿ 

Industry Reflections

Dr Koen Nauwelaerts - Bayer



From Old 
Days to 
Smarter 

Ways



Go-to-source for Medicines 
Information

EFPIA Patient Think Tank: 
Product Information ï 
October 16, 2019 (Brussels)



A multi stakeholder initiative in Europe 
to drive an inclusive transition to ePI

Roundtable 1 Roundtable 2 Roundtable 3 

May 2025 Sep 2025 Feb 2026

Stakeholders invited

Patient groups: e.g., 

Age Platform, EUPSD, 

Vasculitis Ireland

Pharmacists, HCPs, state 

agencies of medicines for the 

Baltic states, and digital 

health experts

All stakeholders 

involved in the previous 

roundtables.

Key take -aways

Å Paper and ePI should coexist during a transition period, with decisions driven 

by evidence and patient safety.

Å ePI can improve access to up-to-date information for patients. 

Å Design must be patient -centric and secure ; avoid multiple apps via 

interoperability.

Å Aim beyond ePILs to smart tools ; personalized, interactive solutions show 

most promise; success needs collaboration, data protection, and integration 

with health systems across MS.

Å ePI should support HCPs; ePI must be developed as a tool to support HCP-

patient relationships and not act as a replacement.

Å Do not assume easy and quick adoption; public health campaigns must be 

carried out to ensure patient literacy and understanding of ePI.

ePI Roundtable Series

Å A multi -stakeholder initiative to co-develop solutions for a transition 

to ePI. 

Å Key stakeholders who will be impacted by the transition (e.g. 

pharmacists, prescribers, patients) have been consulted to achieve 

consensus on opportunities and concerns  and pave the way 

forward. 

EU-level multi -stakeholder initiative on ePI



Guarantee a compliant ePI ecosystem

Stimulate a user friendly ePI ecosystem

Å ePI always available
Å ePI always up to date
Å ePI Accessible with freely available 

tools
Å Robust, well-performing and safe 

systems
Å Link between the pack and the ePI 

through the flexible use of codes on 
the pack.

By developing general principles :
Å In collaboration with patients, 

HCPs and other users
Å fostering focus  and increased 

impact of information
Å Allowing access to ePI across 

borders and products 

EMA/HMA source portal that 

enables compliant and user 

friendly ePI eco system

Å All EU ePI available
Å Complete information
Å Use of adequate Ids
Å Structured format (FHIR) 

with increasing level of meta 
data over time.

Healthcare ecosystem 
including electronic 

health records and e-
prescription

Building a User Friendly ePI eco systems in the EU



Examples of Industry Participation in Initiatives to build a 

User Friendly ePI eco systems in the EU

EU Compendia of 

medicines Information



DISCLAIMER: The presentation reflects the authors view.  IMI JU, 
European Union, EFPIA, or Datapharm Limited are not liable for 
any use that may be made of the information contained herein.

Gravitate -Health Next Steps: 

Future Sustainability Actions

Professor Anne Moen, University of Oslo , 
Academic Coordinator, Gravitate -Health 



Sustainability post project

Å Innovation Health Initiative project priority and shared 
responsibility

Å Activities while Gravitate -Health is still active as a project 

Å Post project nest steps Ṿ leverage outputs and assets
ẌæǍʌȡǸɅʌ ȒɶȡǸɅǱȺʳ ePIẍ Ṿ personalized, curated views of medicines information
Explore / augment Health Information from trusted sources 
Act on further exploitation opportunities s of project outputs 

Å Continue activities Ṿ further sustainability activities  
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Open Consortium Day Ṿ June 4, 09.00 Ṿ 14.00 

Å The Gravitate -Health post -project sustainability activity
πfä ėrù ùMϐ=M³ùMäϐe¾äϐùäĀìùMDϐmM §ùmϐr³e¾ä± ùr¾³ρ 

Å Gravitate -Health outcomes and contributions Ṿ delivered upon project 
ambition
o Scene setting; ambition, landscape and achievements 
o Project achievements 
o Project Impact across the value chain 
o Guidance - ẎɶǸǍȺȡɾʌȡǪ ɾʌɶǍʌǸȓȡǸɾ Ȓɐɶ ʌțǸ ʔɾǸ ɐȒ ePIẏ Ṿ White Paper 

Å æǍɅǸȺ ǱȡɾǪʔɾɾȡɐɅṨ Ẍ=ɶȡɅȓȡɅȓ æǍʌȡǸɅʌ fɶȡǸɅǱȺʳ ePI  to life - beyond Gravitate -
oǸǍȺʌțẍ 
o Patients, Regulators, Policy, IATF on ePI , wider Industry, Pharmacists and 

Medicinal product information, Compendia

Å Registration link for external participants

https://nettskjema.no/a/616608
https://nettskjema.no/a/616608


Future sustainability actions 

Center at Institute for Health and Society, University of Oslo
πfä ėrù ùMϐ=M³ùMäϐe¾äϐùäĀìùMDϐmM §ùmϐr³e¾ä± ùr¾³ρ

Center activities that we consider / plan for 
Å Community Convener 

o virtual community meetings on relevant topics to drive ẌæǍʌȡǸɅʌ ȒɶȡǸɅǱȺʳ ePIẍ ȒɐɶʭǍɶǱṞ 
o be  the forum to maintain/build consensus Ṿ resolve upcoming new issues, 
o engage with all relevant stakeholders to drive the vision to equip and engage citizens with 

actionable, trusted health information
o accumulate and disseminate recordings of tested solutions as examples of value and 

feasibility

Å Projects / specific priority areas
o support availability /dissemination of more patient friendly ePI  that facilitate cross -border 

use & access in language of choice, 
o explore further augmentation of ePI  (semantics structure) in accumulating repository of ePI
o explore quality safety signals as RW Dand RWE contributions to Risk Minimisation  Measures and 

Pharmacovigilance



GRAVITATE CENTRE 
FOR TRUSTED HEALTH 
INFORMATION
Empowering Europeans for Better Health and Care

https://www.gravitatehealth.eu/



Transparency and trust by patients and the public

V
A

LU
E

S

Neutral and collaborative work across countries and 
stakeholders

Ethical governance, accountability, and quality 
assurance

High -quality, accessible and interoperable solutions

Alignment with EU regulations and global standards

A NON-PROFIT CENTRE
EMPOWERING PATIENTS

https://www.gravitatehealth.eu/

Equip and  empower people  with trusted, 
accessible health information and support for 
safe medicine use, treatment adherence, and  
active personal health management.

To champion , accelerate  and enable  the 
development and adoption of information services 
and digital health tools that provide high -quality, 
useful, and  trustworthy  health information, 
enhancing confidence, safety , and adherence .

VISION

MISSION

SUPPORTING ADHERENCE AND BUILDING TRUST



Knowledge resources, 
G-lens® ready ePI , aRMM  and 

Health Education Material 
ṵoM¶ṶẰ

ePI  Implementation Guides,

INFORMATION SERVICES

Accelerating progress in global 
development and uptake of 

ePI , G-lens® focusing and HEM

/haa¦bL¢¸ /I!bD9 !D9b¢

THREE STRATEGIC PILLARS
CENTER FOR TRUSTED, SAFE AND SUSTAINABLE HEALTH INFORMATION

https://www.gravitatehealth.eu/

TECHNOLOGY STEWARDSHIP

Governance
Harmonizations & Standardization 

Interoperability ɶǸɾɐʔɶǪǸɾ  Ằ Ằ

Acceleration through 
Engagement, Alignment, 
æǍɶʌɅǸɶɾțȡɳ Ἁ >ɐȺȺǍǩɐɶǍʌȡɐɅẰ

Feasibility and Value 
Demonstration through 
ɶǸȒǸɶǸɅǪǸ ǱǸɃɐɅɾʌɶǍʌɐɶɾẰ

FOSPS + other technology 
demonstrations of G -ȺǸɅɾἍ Ằ

Focusing of ePI  ǍɅǱ oM¶Ằ

TECHNOLOGY STEWARDSHIP



Q & A 



Closing remarks 



Key takeaways 

It takes a multi -ǱȡɾǪȡɳȺȡɅǍɶʳ Ẍ>ɐɃɃʔɅȡʌʳ ɐȒ ɾʌǍȶǸțɐȺǱǸɶɾẍ 
Å ẌPatient friendly ePI ẍ  - harness value of personalized digital information
Å ePI and Health Information from trusted sources brings significant value to equip and 

engage citizens in their personal health manag em ent 
Å ePI is not a simplified summary.  It is the full legally authorised  text, structured in FHIR. 

It uses  the same standards that will underpin EHDS -compliant EHR systems, making it 
machine -readable, searchable, real -time updateable, and natively interoperable with 
digital health infrastructure.

Å  Future state: Fully digitalised lifecycle of product information, integrated into 
regulatory processes and accessible EU -wide.

Å Personalized, standards -based digital medicine information can significantly enhance 
patient understanding, safety, and engagement across healthcare systems.

Å ePI is a foundational step toward a fully digital, interoperable EU medicines ecosystem, 
transforming how regulated product information is created, managed, and accessed.



Stay connected! 

@annemoen_oslo

contact@gravitatehealth.eu

www.gravitatehealth.eu
@gravitatehealth

https://www.gravitatehealth.eu/04-06-2026-open-community-day-at-gravitate-health-closing-conference/

