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Privacy NOtice _ Gravitate@Health

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

This means the following data will be recorded about  you:
A your name and the registration  details you provide
A your image if you choose to turnon your video camera at any time

A your voice if you choose to ask a question or make a comment orally, as well as any text you
choose to write inthe 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 notbe 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 partin the meeting

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

Ronnie Mundair,
Senior Director, GRS, Pfizer
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Agenda Gravitate @Health

A Introduction VRonnie Mundair , Senior Director, GRS, Pfizer

A ePlin the EU legislative Landscape VDr Petra Wilson , HIMSS Europe, Ethical & Legal
Coordination Lead

A ePl RoadmaP: pathway to implementation for EU medicines VDr Juan Garcia Burgos
Head of Public and Stakeholders Engagement Department, European Medicines Agency

A XE?\/II%OSad to ePl Implementation, an NCA update VEvinn Drusys , E-labeling developer,

A Gravitate -Health Close of Project Update Vhighlights and achievements - Dr Giovanna
Ferrari , Regional Labeling Lead, International Labeling, Pfizer; Project lead

A From Vision to Implementation of ePI Vindustry Reflections - Dr Koen Nauwelaerts
Regulatory Policy and Innovation Lead, Bayer AG

A Gravitate -Health Next Steps; future sustainability actions VProf Anne Moen , Academic
Coordinator, University of Oslo

A Q&A

A Closing Remarks VDr Juan Garcia Burgos & Prof Anne Moen
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ePl In the EU legislative
Landscape

6 May 2026

Petra Wilson VHIMSS Europe, Ethical & Legal
Coordination Lead
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: ( Q\‘ Health

I What Is electronic product information (ePl)?

SmMPC
Theauthorised, statutory product Summary of Product Characteristics
: ] e For healthcare professionals
Information for medicines ( SmPC, package
leaflet a_nd labelling ) a(.japteql for han_dllng in Package Leaflet
electronic format and dissemination via the Patient Information Leaflet (PIL)
web, e-platforms and in print. For patients & consumers
Labelling
EMA/HMA/EC Key Principles document Inner & outer packaging information

Machine-readable via QR / 2D code

Key point: ePlis 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 machinegeadable, searchable, realtime updateable, and
natively interoperable with digital health infrastructure

* The EHDS standard to EHRs has not yet been adopted, expected early 20277
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IePI under existing EU law: voluntary, not mandatory Graviate (@) Heatr

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

Paper package leaflet is mandatory in all medicine Content requirements for SmPC, labelling and package
packaging. No legal obligation to provide an electronic leaflet apply in full to ePlwhere it is created . The structured
equivalent. ePl supplements but does not replace the paper ePl must meet quality review of documents standards
insert.” (QRD) same content obligations, electronic format.
Article 13, Reg. (EC) 726/2004 GVP Module V Rev 2, Sections V.BVIB.3

EMA must publish authorised product information in the
European Public Assessment Report (EPAR) following the
centralised procedure. ePl is published on the Product
Lifecycle Management Portal as a supplemeny it does not
replace the EPAR document.

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

Net position: Under the existing framework ePl has no mandatory legal status. Its current role is as
a voluntary, technically standardised digital parallel to the papebased systemy built in
anticipation of mandatory requirements that are now coming.
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IThe EMA/HMA ePlI pilot: what was learned Gravitate (@) Heslth

Pilot scope: EMA + NCAs of Denmark, Netherlands, Spain and Sweden - July 2028igust 2024 - 23 ePls

created and published in live regulatory procedures (centrally and nationally authorised medicines)

What the pilot found What still needs to be done

EU regulatory system ready IRIS integration required
The overall regulatory infrastructure (QRD templates, PLM Portal, ePIl submission must be linked to the IRIS procedure management
regulatory workflows is capable of supporting phased ePI system for centrally authorised products. This is a significant IT
implementation. development not yet complete.

FHIR standard works in practice Enhanced guidance needed
All 23 ePls were created to the EU ePI Common Standard (FHIR). The § Participants called for improved user guidance and updated business
structured format performed well across both centralised and processes before Vo|untary adoption begins’ to ensure minimal
national procedures. disruption.

API access demonstrated A transition Sgﬂstenrgggagg ;ga;ncsgi?/grting existing product information
Publ_lshed ePls were made available via the PLM Portal and thr_ough afl o the updated QRD template. Old and new templates must coexist
public API, enabling thirdparty health platform access to authorised :

during changeover.
content.

Phased aﬁproach recommended _ _ QR-code aF:cess pathway _

Implementation should begin voluntarily for centrally authorised The April 2025 Reflection Paper addresses how patients can access
products, extending to national products as Member States develop ePl by scanning a 2D code on the pagk a key missing piece for real
readiness. world patient access.

MReﬂection Paper on linking ePIl from EU medicine packages (Apr 2025, ER6A2026) v



IThe new pharma legislationePI will become mandatory G""V‘tate@”ea'th

A Political agreement 11 Dec 2025
A Replaces Dir. 2001/83/EC & Reg. (EC) 726/2004
A Entry into force 2026 - MS variation permitted

Member State variation: The new Directive permits Member States to maintain or
MANDATORY FROM 202¢ introduce stricter national requirements on patient access to product information,
including on the pace and conditions of paper leaflet removal. Transition periods

vary.
QR / 2D code on packaging Paper fallback & MS variation

Mandatory ePl submission

New Regulation (replacing 726/2004) & New Directive wi Arts. replacing Arts. 58 w New Directive; Art. on antimicrobials L
new Directive (replacing 2001/83/EC) 62 Dir. 2001/83/EC paper awareness card mandatory

_ _ Patients retain the right to
All MA applicants must submit Package leaflets may be provided | | request a printed copy at
in electronic and structured electronically via a 2D scanning pharmacy ("Print on Demand").
formats and make approved code on outer packaging. QR cod€ | For antimicrobials, a paper
product information available must link to current EMA/NCA awareness card is required even
as ePl. Converts ePl from hosted ePl. Paper insert may be where the leaflet is electronic.
voluntary initiative to hard legal removed where electronic access | | Member States may set stricter
obligation. is available. national access requirements.
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The ePl political debate: who argued what and why

In favour of ePl / digitafirst

EMA & NCA network
Actively developed the ePlI standard and pilot

programme. View ePl as essential for regulatory
modernisation, real-time safety updates and
interoperability with EHDS.

| EFPIA / Medicines for Europe

Industry broadly supports mandatory ePl as it
reduces costs of physical reprints and enables
faster safety updates. Advocated for FHIR standard
adoption.

European Commission
Proposed mandatory ePlI 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.

Cautious / conditional support

Council of the EU

Supported ePl in principle but insisted on Member State
flexibility y 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.

GCravitate @Health

Against / significant concerns

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 5574 year olds use internet regularly
y the group with highest medicine use. Opposed any
mandatory digital-only pathway.

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

ECMA consultation responses; AEIS@® (2024); EurActiv 20282025

\ g



EHDS: making ePI useful at the point of care vaitat@@'*ea'th

Reg. (EU) 2025/327 (EHDSgstablishes the first EU sectorspecific data space for healthy 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. 2833)

A All EHR systems must implement a European interoperability software component based on FHIR.

A ePlalready 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)).

ePrescription infrastructure (Art. 23 & Annex |)

A ePrescriptions and eDispensations are the first priority data category under MyHealth@EU, operational in all Member States
by March 2029.
A Each ePrescription can carry a structured link to the ePI for that product via a scan code on pack

Patient data rights (Arts. 810)

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

B ®
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ePl Roadmap: pathway to
Implementation for EU medicines

Dr Juan Garcia Burgos, Head of Public and Stakeholders
Engagement Department, European Medicines Agency
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Vision and Key principles cravitate@Heanth

+ 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 medicinesto |
| patients and healthcare professionals, while streamlining regulatory processes. ;

O ePl definition | i

i \

o ePlis authorised, statutory product information for medicines (i.e. SmPC, PL and labelling) in a semi-structured format created using the common EU electronic standard.
ePl is adapted for electronic handling and allows dissemination via the world wide web, e-platforms and print.

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

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

QT Key principles

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
16 o ePl 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 ePlI
o0 ePlinteroperable by design with eHealth initiatives and EU Telematics projects, considering national infrastructures and systems and
global health standards.

EMA '
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Benefits for patients, healthcare professionals,
regulators & companies

Patient apps

Digital & Video content . Rapid updates ~ Support mitigation of
5 . medicine shortages
Q Accessibility features Link to national language _ g
: . ePI ~ Optimise signal validation
Update alerts
~ Timely access to up-to- O Administrative efficiencies

Targeted searches date information in

patient’s language at
® e« M * point of need
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EMA -HMA -EC.: progress of ePl

Initiative
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Key Principles EU ePl Common Standard

2020: ePl is authorised summary of product s
characteristics, package leaflet and labelling

created using the EU ePl Common Standard. ePI Becronepres nimoten
optimises dissemination via the web, e-platforms e

and print. [
= é{% =
horan

HMA ®=|

Benefits of up-to-date timely information

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

for accessing them / A

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

Product Lifecycle
Management Portal

18 A=
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Electronic application forms (eAF) Electronic product information | Product Management Service (PMS)
e e A et (ePI) - i RS i 3 i

2023-2024: Creation of ePl in real procedures by EMA, AEMPS,
DKMA, MEB and MPA

o<| | LAGEMIDDELSTYRELSEN

N DANISH MEDICINES AGENCY

Successful pilot paves the way for QI I I TR A
implementation of ePI
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SWEDISH MEDICAL PRODUCTS AGENCY

- Developed with funding by the European Union
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EU ePl Common Standard based on FHIR & supported Gravitate (@) Health
by Gravitate Health

STATEMENT OF COLLABORATION TO SUPPORT THE EU

EPI COMMON STANDARD

€

We are excited to share a joint Gravitate Health - European Medicines Agency (EMA) statement about our

collaboration and alignment regarding the EU ePl Common Standard, announced on Auaust 15th 2022

Gravitate Health is an IMI funded Public-Private Partnership seeking to empower patients and their support network \
trustworthy, up-to-date information that better meets their individual needs. We will develop the Gravitate Lens (G-len
present relevant information content, and central is use of approved electronic product information (ePl).

Interoperability standards based on HL7 FHIR resources will be an important enabler for progress on the G-lens®, to pf
standardized means of exchanging trusted product information between digital tools. Within Europe, Gravitate HealtH
testing the recently adopted FHIR-based EU ePl Common Standard in multiple user scenarios.

Ensuring patients and healthcare professionals have access to trusted and up to date electronic product information i
relevance and interest. Therefore, to maximize international cooperation and accelerate progress, Gravitate Health coll

VULCAN accelerator to establish a special track at HL7 FHIR Connectathons to engage the global community and drivi

the neraccans and rahiict HI 7 EHID recniirrac far slertranic nradiict infarmatinn (eDI) The FHID eDI rAa-rreated thrania

European Medicines Regulatory Network (EMRN) Electronic Product Information (ePI) Implementation Guide

|G Home Table of Contents Artifacts Summary Other Resour:

Table of Contents

EMRN implementation guide for
the EU ePl Common Standard
available at the PLM portal.

1.0.0 - qa-preview

Home

European Medicines Regulatory Network (EMRN) Electronic Product Information (ePI) Implementation Guide - Local Development build (v1.0.0) built by the FHIR (HL7® FHIR®
Standard) Build Tools. See the Directory of published versions 7

Home

Official URL: http://ema.

europa.eu/fhir/ImplementationGuide/EUePI Version: 1.0.0

Active as of 2025-05-02

Computable Name: EUePIImplementationGuide

19

Background

The European Medicines Agency (EMA) and its European medicines regulatory network partners, together with the European
Commission (EC), are working to enable the use of electronic product information (ePI) for human medicines in the

European Union (EU).

ePI refers to the authorised product information for medicines adapted for handling in electronic format and dissemination
via the web, e-platforms and in print. ePI includes:

« the summary of product characteristics (SmPC), intended for healthcare professionals,

« Annex II (for centrally authorised products)

« labelling, with outer and inner packaging information, and

« the package leaflet, for patients and consumers.

ePI offers advantages such as improved accessibility, searchability and multilingual capabilities.

ePI can also integrate with electronic healthcare systems, enabling healthcare professionals and patients to access accurate and up-to-date product information more conveniently.

This documentation presents the FHIR resources used to create an ePI, as defined by the EU ePI Common Standard, which has been adopted by the EMRN to support the provision

Background
* EMRN
Important Note

FHIR Resources

ePI Samples and Released Package




ePl pilot outcomes

GCravitate @Health

All 23 companies and 5 regulators successfully created and
published ePl in real regulatory procedures with no blocks

LAKEMEDELSVERKET

SWEDISH MEDICAL PRODUCTS AGENCY

LAGEMIDDELSTYRELSEN o Aapais Gotaiidoing e ““‘
sssssssssssssssssssss o f',,w,;,“:‘\' Do, @ produc

KPIs on ePlI creation, management and portal usability met

Recommendations made in categories:
Guidelines, Business Process and PLM Portal

20

ﬁ Priority features for development defined: FHIR upload,
A versioning, QRD templates, Link to PMS, Styling strategy,
integration into lifecycle

%) ® EMA HMA

European
Cormemession
—_—

EUROPEAN MEDICINES AGENCY

ePI pilot report

Experience gained from creation
of ePI during regulatory
procedures for EU human
medicines




ePl product and ecosystem

ePl creation & | ePl creation &
submission at submission at
PLM portal l PLM portal
[ | I

TR iam
N

Authorised
ePl held by EMA
and NCAs

Scientific

EMA/NCA J,_
—
AN
7

evaluation

Trustworthy
source

Application Programming Interface

21

EMA/EMWP/NCA publi
websites

Bg

Clinical decision support
systems

1

[¢]

3 party app
and websites

GCravitate @ Health

Patients & HPCs

EMA



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

Pre -implementation work G’av‘tate@”ea't“

MVP epic (2025 -26)

Developing and adapting business process for CAPs and NAPs

Guidance development

Stabilisation and performance optimisation

User Acceptance Testing

22

Additional PLM Portal development

IRIS-eSubmission integration

EMA




Proposed phased implementation G'aV‘tate@”ea't“

CAPs Go live (Q42026 -28)

CAP progressive implementation by therapeutic areas:

Vaccines

Oncology

23

Other therapeutic areas or progress to All CAPs

EMA




Proposed Road Map - CAPs implementation Gfavitate@”ea'th

Kick -off implementation

Initial implementation will not interfere  with the assessment

df} MAHSs will be requested to generate and upload ePl in the PLM portal through an extra
step in process (alongside current Word/PDF submission)

@ Future vision : ePl integrated in a fully digitalised assessment

Once a product o6s Pl I s avarenhambl e 1 nl el ectro
/ . . .
electronic in all subsequent variations

24

Initial ePl implementation in English , with all languages optional T fully
multilingual at a later stage




Proposed Road Map 3 NCA implementation

GCravitate @Health

NCA implementation

pilot

NCASs

&

S

>

25

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

implementation may require:

Each NCA to do pre -implementation development work  to adapt national systems as
well as NCAs procedure change management

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

each NCA

E@, Joint EMA/HMA Road Map for implementation  will support orderly, well
managed & timely go live




ePl implementation roadmap [DRAFT]

2026 2027 2028

A 4

\4

Go-live
Go-live voluntary  voluntary
submission oncology i
for vaccines products G?' ve
Industry (ATC code J07)  (ATC code LO1, voluntary
Features and guidance development Hypercare
[72)
o
< Transition period
@)
Final roadmap,
June including timelines
NCA for NCA roll -out
workshop
0 NCA bilaterals (upon request)
i
<
O NCA survey and readiness assessment NCA implementation
1
% Detailed implementation plan to be defined, following readiness assessment
Z
CAP: Centrally Authorised Product NCA: National Competent Authority ) . .
Non-CAP: Non-Centrally Authorised TBC: To be confirmed 1 Go-live Milestone @ Go-live TBC
Product ATC: Anatomical Therapeutic Chemical o @ EM A
Dev. activities Announcement

HMA: Heads of Medicines Agencies

UAT: User Acceptance Testing




Digital format easily accessible to all patients

—»ﬁﬁ’?v e

B .
L
M

Existing DMC
on package
carrying
Data Carrier
Identifier

Scan with camera

Match Data

Carrier Identifier Package leaflet Content generated with
to product displayed to patient data from EMA-EMRN
information FHIR ePI repository

Scan with app

GCravitate @Health

WM

O

EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

31 March 2025
EMA/95076/2025
European Medicines Agency

Reflection paper on linking to electronic product
information (ePI) from EU medicine packages
Draft

Start of public consultation 31 March 2025

End of consultation (deadline for comments) 30 June 2025

Comments should be provided using this EUSurvey form. For any technical issues with the form,
please contact the EUSurvey Support.

Keywords Electronic product information, ePI, summary of product characteristics,
package leaflet, DataMatrix, data carrier identifier, patients, healthcare
professionals

27

[_gData matrix code (already on the box and used for anti-falsification) preferred to adding
_Jadditional QR code

Fj;]Availability of EU wide solution is desirable in cross -industry collaboration

EMA
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

ePl @Qema. europa. eu

juan.garcia@ema.europa.eu

Follow us
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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

Gravitate @Health

The Road to ePl
Implementation, an NCA
update

Evinn Drusys, E -labeling developer, AEMPS
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The road to ePl
Implementation, an

ePl on FHIR Part Il NCA update
May 6, 2026

Evinn Drusys
ePI NCA Network Product Owner




eP| Latest developments

FHIR Import UAT

UAT participants can create their own ePIl and
successfully import

20 organisations
(companies and service providers)

8 bugs identified

b
J

100 test epi imported

e
!gé 12 work items created

e

\‘ 51 feedback surveys

Home > Guidance & Support > Knowledge Base - Category Details - PLM

ePI - Style Guide
This style guide aims to instruct applicants on how styling information is added for
ePIs

ePI - How to validate ePI against the EU ePI Common Standard
Article describes how to validate FHIR files against the EU ePT Common Standard on a
user's local machine

ePI - FHIR Implementation Guide for ePT
Preview of the FHIR Implementation Guide for ePI to enable creation of ePI according
to the EU ePI Common Standard

ePI - User Guide for Regulators
Instructions for ePI Approvers and Publishers to navigate the tool and approve and
publish ePI after they have been submitted by a pharmaceutical company

ePI - Known Issues
Details of all known issues in the PLM portal — ePI that the ePI team is aware of and
workarounds where available.

ePI - Frequently Asked Questions (FAQs) Document
Frequently Asked Questions (FAQs) document on electronic Product Information

ePI - Procedural Guide
Description of ePI processes within regulatory procedure timeframes for applicants
participating in the ePI pilot.

ePI - User Guide for Applicants
Instructions for ePI Applicant Managers and Contributors to navigate the authoring
tool and create, prepare and submit ePI to regulators

ePI - Registration Guide
Information on ePI roles in the PLM portal and how to request them

AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

ePI - Style Guide

Views: 0

Purpose and Context

Styling information in the context of ePI refers to the way content can be displayed in a document or on a webpage. It
considers aspects such as font styles (family, size, color), layout (margins, padding, positioning), and other visual properties.
Styling information is important for compliance with regulator requirements (e.g., the QRD [Quality Review of Documents]

template and convention), to convey the correct meaning (e.. ics superscript) and to provide the best user experience.
This style guide aims to:
« instruct applicants how to incorporate styling information when importing FHIR ePI files into the PLM portal

+ instruct applicants how to incorporate styling information when creating ePI using the editor at the PLM portal

« outline how and when QRD styles, as outlined in the QRD templates and QRD convention, are applied at the PLM portal

« inform consumers of ePI data about what style information to expect in data accessed from the application programming
interface of the EMA-HMA-EC FHIR repository

The guide is accompanied (see Related attachments, below) by:
+ the ePI QRD Cascading Style Sheet (CSS), which is used to apply QRD styles to ePI after transformation
+ an Extensible Stylesheet Language Transformation (XSLT), which can be used to transform ePI to HTML format with QRD
styles

> 1 - ePI creation
> 2 - Viewing and accessing ePI

> 3 - How to style ePI

> 4 - Accessibility

> 5 - Display ePI using the QRD CSS and XSLT

MINISTERIO dgencia espdanola de
DE SANIDAD medicamentos y
. productos sanitarios



ePl| draft roadmap

2026 | 2027 2028 |

Q1 Q2 Q3 H1 H2 H1 H2
Go-live
Go-live voluntary
voluntary oncology )
submission products Go-live
Industry for vaccines (ATC code voluntary

" UAT (ATC code 107) (g1, 104) all CAPs

a ~
q Ll
Q

Features and guidance development Hypercare
Transition period
Final roadmap,
June - -
T including
& sh timelines for
workshop NCA roll-out
S
M NCA bilaterals (upon request) >
E NCA survey and readiness . R
= NCA implementation
assessment
Detailed implementation plan to be defined, following readiness assessment
Acronyms Legend

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

ﬁ Go-live

Dev. activities

IAGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Milestone @ Go-live TBC

Announcement

MINISTERIO
DE SANIDAD

m

Kaencia snafiola d
agencia espanola de

medicamentos y
productos sanitarios



3 NCA workshop

Live PLM Tool
Demonstrations

Word/PDF

N ——

Assessing Member
State Readiness
G‘Q&g

'

" agencia espanola de
IAGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS s medicamentos
. productos sanitarios

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

The agenda features technical demonstrations  of product lifecycle
management(PLM) ePlI 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 ePl 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.

F

t

y



4 ePl system demo

Home > Events > Quarterly System Demo - Q1 2026

Quarterly System Demo - Q1 2026

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

ReCO rd I ngs aval Iable On Page contents B Date Thursday, 26 March 2026 , 09:00 - 12:45 Amsterdam time (CET)
EMA website/YouTube event summary ® octer 8 onine

European Medicines Agency, Amsterdam, the Netherlands

Documents

No invitation needed: join

ivestream on YouTube

External content

H H This is the first system demo of 2026, and the 17th ever held by EMA as part of its Agile Network Portfolio
View recording of most S

management.

re Ce nt d emo: 26th Of M arCh A system demo is an event held at the end of a planning interval (a three-month period of work) to demonstrate the

developments achieved in that period and to collect stakeholder feedback.

o Live broadcast

2026 Participants have the opportunity to review what has been delivered, give feedback and ask questions about future
planned work via Slido.

EMA demonstrates developments with several products including:

IAGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

wj MINISTERIO {n}x:"‘ ia espanola de
DE SANIDAD medicame tos y
@ productos sanitarios



PoC: AEMPSePI generator
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1. NOMERE OEL MEDICAMENTO

2 COMPOSIOON CUALITATNA Y CLANTTTATIA
S FORMA FARMACEUTICA

4. DATOS CLWCOS

S PROPIEOADES FARNACOLOGICAS

€ DATDS FARNACEUNIOOS

7. TITULAR DE LAALITOREROIN DE
COMERCIALILACION
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1. NOMBRE DEL MEDICAMENTO

ATRSSCAL M0 mg cemgriogier ornbiries o0 pdeds

ATRSSCAL 410 mg crrepcieiioa marticries o0 poicds

2. COMPOSICION CUALITATIVA Y CUANTITATIVA
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r The AEMPS ePI Generator in action: Converting existing CIMA data
directly into the ePIl FHIR standard. This early-adopter experience
provides a functional blueprint for the entire NCA network.

—
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sanitarios



6 ePl types

o ePIl Structure and Content - FHIR ePl enrichment VULCAN

AHL7 FHIR

* Type 1: eLabel only

o Semi-structured narrative text simple Search
+ section/sub-section headings
« Paragraphs, tables, bulleted lists, images, video, pictograms

Document metadata (language, date), Organization details (Company
address and contact information)

* Type 2: eLabel + product details rted o
o Type 1+ structured product details

Search

L]

« full name, class, dose form, strength, active ingredient,
* Packaging, manufactured form and administrable form
« Storage, general instructions about a medicine

* Type 3: eLabel + product details + clinical details
o Type 1+ Type 2 + structured clinical details

[ ]

Advanced Search

Encoded indication, contraindication, interaction, all ingredients, warnings
and precautions

I AGENCIA p—Cravitate | ®) Health

agencia espanola de
mjodicamcntos y
. . . . . . productos sanitarios
From discussions in HL7 VULCAN Connectathon, and briefings with EMA, FDA



Gravitate Health MVP
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Hello Alicia Gr:

Flucelvax
15 meg / 1 suspeny
pre-filled syringe

HIPERICO ARKOPH||
duras

175mg/ 1 Tablet

CALCIO/VITAMINA
880 Ul COMPRIMID

1000 mg / 1 Tablet

Biktarvy 30 mg/12(
coated tablets

30mg/ 1 Tablet

@

13.07 N 73%0

Biktarvy 30 mg/120 mg/15 mg fil...

Leaflet >

Focused Leaflet >

Summary Leaflet >

Support Material >

ePl - Leaflet

N T 00%0

Biktarvy 30 mg/120 mg/15 mg fil...

oo |- What Biktarvy is and what it
* Is used for

rqQ 2. Whatyou need to know
before you take Biktarvy

EI 3. How to take Biktarvy v
& 4. Possible side effects ~

Like all medicines, this medicine can cause
side effects, although not everybody gets
them

Possible side effects: tell a doctor
immediately

« Any signs of inflammation or Infection. In
some patients with advanced HIV
infection (AIDS) and a history of
opportunistic infections (infections that
occur in people with a weak immune

® Q @

Search.. ‘

ePl| - focused

11:55© 6

Leaflet Focused Leaflet

Suplementos de hierro: tendra que tomar Biktarvy al
menos 2 horas antes de tomar los suplementos de
hierro o puede tomarlos todos juntos con alimentos

Embarazo y lactancia

+ Si esta embarazada o en periodo de lactancis,
cree gue podria estar embarazada o tiene
Intencidn de quedarse embarazada, consulte a
su médico o farmacéutico antes de utilizar este
medicamento

* Informe a su médico inmediatamente si se
queda embarazada y pregunte sobre los
posibles beneficios y riesgos de su tratamiento
antirretroviral para usted y para su hijo.

SI ha tomado Biktarvy durante su embarazo su
medico puede solicitar que se haga analisis de sangre
periédicos y otras pruebas diagndsticas para
controlar el desarrolio de su niffo. En niffos cuyas
madres tomaron nucledsidos Inhibidores de la
transcriptasa inversa (ITIAN) durante el embarazo, el
beneficio de la proteccion frente al VIH fue mayor que
el riesgo de que se produjeran efectos adversos.

No dé el pecho a su hijo durante el tratamiento con
Biktarvy. Esto se debe a que algunos de los principios
activos de este medicamento pasan a la leche
matema, Se recomienda que no dé el pecho para
evitar que transmita el virus al nifio a través de la
leche materna. Si realmente desea amamantar, hable
primero con su médico

Conduccion y uso de maquil

Biktarvy puede causar maren. Si nota mareo durante

ol tratmminmta man Dilktarine ma Anndisas ni mannin

@

ePl - focused

Focused Leaflet

00 What Dovato is and what it is

used for
filry 1 t 1 wh and
ey 1 S 2 I o — ['.‘ <
1 Y 1 tablle y drugs
{ 1 1 h belon Jrou
UMV drug Jlled grase inh
2. Lamivudine which oolcngs to a group of
A Al L allact masedaest iefad
Tablet X
o
‘ -\G
B A S
Support material v
Plain language
Neucleotide/nucleoside Lorem Ipsum |
Images
Tablet
Vicleos

How to take Dovato

Q)]

ePl - summary
Biktarvy 30 mg/120 mg/15 mg fil...

Electronic Product Information
Summary

Biktarvy 50 mg/200 mg/25 mq film-coated
tabletsmg powder for concentrate for solution
for infusion is a combination antiretroviral
therapy (ART) medication used to treat human
immunodeficiency virus type 1 (HIV-1)
Infection In adults and pediatric patients at
least 12 years old. It contains three active
ingredients: bictegravir, emtricitabine, and
tenofovir alafenamide

Pros:

« Biktarvy has been shown to be effective
in suppressing HIV-1 replication and
improving CD4 cell counts.

* It is a once-dally regimen with a low pill
burden, which can Improve adherence
and simplify treatment

« Biktarvy has a favorable safety profile,
including a low risk of kidney or liver
toxicity

Cons

* Biktarvy may interact with other
medications the person is taking, such as

® Q @

AU a

WE E B M VVYULLUS Sanianiva
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Thank you very much for your attention

Evinn Drusys, AEMPS IT Division i Agencia Espafiola
de Medicamentos y Productos Sanitarios
Efoster_externo@aemps.es

IAGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS @ Db
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Gravitate -Health Close of Project
- update highlights.and
achievements

Dr Giovanna Ferrari, Regional Labeling Lead,
International Labeling, Pfizer; Project lead
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ACADEMIA / PATIENT ORGANISATIONS & CONSUMER GROUPS HEALTH CARE PROVIDERS & PAYERS
) RESEARCH INSTITUTES Forum Européen des Patients (EPF) Akershus University Hospital (AHUS)

45 partn ers In Universitetet i Oslo (UiO) (Coordinator) Shared Services of Ministry of Health (SPMS)
Karolinska Institute (KI) Servicio Madrilefio de Salud (SERMAS)

EU ro pe & U SA Universidad Politécnica de Madrid (UPM) Beth-Israel Deaconess Medical Center (BIDMC)

Empirica (empirica) Karolinska Institute (KI)
Norwegian Center for eHealth research (NSE) Oslo University Hospital (OUS)

The European Institute for Innovation
through Health Data (i-HD)

o Gravitate -Health Public -Private Partnership

DIGITAL TECHNICAL EXPERTISE

6 8 months Universi'té Cz.attolica del Sacro Cuore (UCSC) ' .
University of Copenhagen (UCPH) Datawizard®* (DW)
D 11/20 e 06/26 Trinity College Dublin (Trinity) GuardTime*
University College Dublin (UCD) Norsk e-Helse* (NeH)
Trifork
REGULATORS &
PRODUCT INFORMATION PROVIDERS EFPIA & IMI2 Associated PARTNERS
/ Norwegian Medicinal Product Agency (NoMA) Pfizer (Project Lead)
I e - Spanish Drug Agency (AEMPS) AstraZeneca
. L Dutch Medicines Evaluation Board (CBG) Bayer
Felleskatalogen (FK)* Griinenthal (GRT)
Dansk Lsegemiddel Information* (DLI) EliLilly
Lif Services* (FASS) Medidata
Pharmaca Health Intelligence* (Pharmaca) DISSEMINATION & COMMUNICATION Viatris
‘ # European Connected Health Alliance (ECHA) Novartis
HIMSS Europe Roche

OTHER STAKEHOLDERS MINDVIEW* (MW) UCB Biopharma (UCB)

k iEUI’Opean Stal’t STANDARDISATION &
*V Global Outreach HL7 Europe The Synergist* Janssan

PredictBy* |y | Datapharm

*SME (small and medium sized enterprises)
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Empowering and Equipping Europeans with Health Information from trusted sources, for Active,
Personal Health Management and Adherence to Treatment, starting with ePl

TAcEdAyY
medicines Personalized, relevant presentation of ePl

Information — | v N
G - IenS ® SO urces Biktarvy 30 mg/120 mg/15 mg fil... . Biktarvy 30 mg/120 mg/1... Biktarvy 30 mg/120 mg/15 mg fil...

Electronic Product Information
] Leaflet Focused Leaflet Summary

{ Search...

de hierro: tendra que tomar Biktarvy al Biktarvy 50 mg/200 mg/25 mg film-coated
menos 2 horas antes de tomar los suplementos de
hierro o puede tomarlos todos juntos con alimentos.

tabletsmg powder for concentrate for solution

x® JaWhat Bilganvy:is:and whatiit for infusion is a combination antiretroviral

" isused for Embarazo y lactancia therapy (ART) medication used to treat human
el E e e ot il immunodeficiency virus type 1 (HIV-1)
' Medication list ~ Outcomes 3 2 Whatyou need toknow. v cree que podria estar embarazada o tiene infection in adults and pediatric patients at

before you take Biktarvy ancih de quaderie rebirisacs, Coeilien least 12 years old. It contains three active

S medkcn o lamaccutics prles do Wl crio ingredients: bictegravir, emtricitabine, and
Al Ierg|es Health Goals =1 3. How to take Biktarvy v + Informe a su médico inmediatamente si se tenofovir alafenamide.
queda embarazada y pregunte sobre los
% posibles beneficios y riesgos de su tratamiento Pros:
A\ 4 Possible side effects A antirretroviral para usted y para su hijo.

-ePI-PIL

i ia tomado Bikiarvy dursnte su embarazosu « Biktarvy has been shown to be effective

Conditions Lifestyle

) ) médico puede solicitar que se haga andlisis de sangre Insuppressing HIV=Trepliotion and
iy Like all medicines, this medicine can cause peribdicos y otras pruebas diagnsticas para improving CD4 cell counts.
> side effects, although not everybody gets controlar el desarrollo de su nifo. En nifios cuyas It is 8 once-dally regimen witha low pill
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H e alth mechiey T ————— including a low risk of kidney of liver
- Any signs of inflammation or infection. In Biktarvy. Esto se debe a que algunos de los principios toxicity.
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Gravitate @ Health
Www_gra\/itatehea|th_eu Il @ gravitatehea|th | gt efp’:‘a @3 Gravitate -Health project has received funding from the Innovative

~ linitiative Gatapham Medicines Initiative  Joint Undertaking, grant agreement No 945334.



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

o Impact of the approach

- aglobal FHIR ePl Standard

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 ePl

standard

EU ePl Common standard and global use via Vulcan Core ePI

EU ePI - FHIR Resource Names?
List

Bundle

Composition

Binary

Organization
RegulatedAuthorization
MedicinalProductDefinition
PackagedProductDefinition

9 AdministrableProductDefinition
10 ManufacturedltemDefinition

11 Ingredient

12 ClinicalUseDefinition

13 Substance

00N OB WN B

1 Rows 1 to 4 make up the core of EMA's ePl. The ePl cross
references out to SPOR, which can provide data of rows 5 to
13. Product data are from PMS, one of the 4 SPOR services.

Vulcan ePI - FHIR Resource Names?
List

Bundle

Composition

Binary

Organization
RegulatedAuthorization
MedicinalProductDefinition
PackagedProductDefinition
AdministrableProductDefinition
ManufacturedltemDefinition

11 Ingredient

12 ClinicalUseDefinition

13 Substance

O 0N O WM

=
o

\ulcan ePl is managed as a single self-contained document.

A The VULCAN ePI profile is

completely aligned with EU
ePl Common Standard, both
use FHIR Lists, Bundles,
Composition to  represent Pl
documents

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

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

Gravitate @Health

Statement of collaboration to support

the EU ePl 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 Gra"“ate@”ea'th

ePl Type 1. ePl Type 2: ePl Type 3: ePl Type 4.
Label Template Only Product Details Clinical Detalls Full Structure
A Section headings A Type 1 A Type 1and?2 A Majority of label
A Paragraph text A Medicinal Product A Indication content is
A Tables A Ingredients A Interactions populated by
A Images A Manufactured form A Contraindication discrete structured
A Document A Administrable form A Undesirable Effects components

metadata A Organization A Warnings

language ver:l:,ion, A Packaging A Structured Dose

Intermediate to advanced search & analysis;
with ePrescription & EHRs; personalizat




Drive value of ePl VA? 7 B NA A gPréscription
/eDispensation X > aeborder services under EHDS primary use

r §eP-eD] + ePlI
Gravitate @Health

National contact
point for digital

Amedicineis / & [ e P - D ] + e P I

Purchase
medication in
a pharmacy

prescribed

abroad

[T m%mqmwmmmlmm
S B
. EMA's ePl test server Y

&Pl from Felleskatalogen

X . e tAeB dA A u0odad" NA ReQ?r NDU

b .
Gravitate @Health

[llustration based on materials from: THL/FICAPABLE.healthcaréNO T Gravitate-Health



Gravitate " Health

O Gravitate -Health growing external community SN
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In summary; making a difference in a patient journey Gravitate @Health

Multi -lingual focused information FHIR ePI IG Cross-border mobility
ePrescription V(e)Dispensation - ePl medicinal product info - trust and safety -

List

Bundle

Composition

Binary

Organization
RegulatedAuthorization
MedicinalProductDefinition
PackagedProductDefinition
9 AdministrableProductDefinition
10 ManufacturedltemDefinition
11 Ingredient

12 ClinicalUseDefinition

13 Substance

- o1 O Dispense
IMPROVING ACCESS @< NTERNATIONAL e Demonstrate

9 — UNDERSTANDING £lt STANDARDS " Substitute  (if need)
Language VFocusing Content FHIR Interoperability SUSTAINABLE

O NO OIS WN -

Risk Minimization VPatient Safety IDMP identify product DEPLOY




Gravitate @ Health

Thank You

contact@aqravitatehealth.eu
www.gravitatehealth.eu
@gravitatehealth

Get our newsletter
B
=
[=] =97
mnovatlve

B (imD s efpia ©

This project has received funding from the Innovative Medicines Initiative Joint Undertaking under grant agreement

Datepharm
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Gravitate @Health

From Vision to
Implementation of eP| V
Industry Reflections

Dr Koen Nauwelaerts - Bayer

° N | innovative o
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Go-to-source for Medicines EFPIA Patient Think Tank:  [E Ol
_ Patient Think J
Information October 16, 2019 (Brussels)

What do you use as your first go-to source for information on your medication
or a family member's medication? Please pick the top 3.

i wered: 2.2

100%
B0% ' 65.22% |
60.87%
&0 47.83%
43.48% ,
39.13%
0%
300, 0%
= BIO%  4.35%
) -
Internet Health Package Patient Pharmacy Social Media Other:
Care Leaflet Organisa media (e.g. Free
Professi tions néwspape Text
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A multi stakeholder initiative in Europ Gravitate (@) Heath
to drive aninclusivetransition to ePl

EU-level multi -stakeholder initiative on ePl ePl Roundtable Series

. o _ N Roundtable 1 Roundtable 2 Roundtable 3
A Amulti -stakeholder initiative to co-develop solutions for a transition
to ePl. May 2025 Sep 2025 Feb 2026

Stakeholders invited

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

pharmacists, prescribers, patients) have been consulted to achieve Patient groups: e.g., Pharmacists, HCPs, state All stakeholders
consensus on opportunities and concerns and pave the way Age Platform, EUPSD, agencies of medicines for the  involved in the previous
forward Vasculitis Ireland Baltic states, and digital roundtables.

health experts

. Key take -aways
!]IEJ o Innovanon through
efpla Health Data A Paper and ePI should coexist during a transition period, with decisions driven
\\_ea h p by evidence and patient safety.

european association

5 @,
Health European (( of hospital pharmacists . . . . . .
\/ E PF Pitlents A Design must be patient -centric and secure ; avoid multiple apps via
interoperability.

T

ePl can improve access to up-to-date information for patients.

\@® EUROPEAN A Aim beyond ePILs to smarttools ; personalized, interactive solutions show
PATIENT EUROPEAN AGE \ most promise; success needs collaboration, data protection, and integration
) SAFETY DISABILITY P
FOUNDATION EORUM with health systems across MS.

A ePl should support HCPs; ePl must be developed as a tool to support HCP-
patient relationships and not act as a replacement.

A Do not assume easy and quick adoption;  public health campaigns must be
carried out to ensure patient literacy and understanding of ePlI.




Building a User Friendly ePl eco systems in the EU

EMA/HMA source portal that

enables compliant and user
friendly ePl eco system

A All EU ePI available

A Complete information

A Use ofadequate Ids

A Structured format (FHIR)
with increasing level of meta

data over time.

Healthcare ecosystem
including electronic
health records and e
prescription

2
Third Party Apps
and websites

Stimulate a user friendly ePIl ecosystem

By developing general principles :

A In collaboration with patients,
HCPs and other users

A fostering focus and increased
impact of information

A Allowing access to ePl across
borders and products

Guarantee a compliant ePl ecosystem

A ePl always available

A ePl always up to date

A ePl Accessible with freely available
tools

A Robust, wellperforming and safe
systems

A Link between the pack and the eP!I
through the flexible use of codes on

the pack. '
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Gravitate @Health

Gravitate -Health Next Steps:

Future Sustainability Actions

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

/ \ |nn8yatlve * DISCLAIMER: The presentation reflects the authors view. IMI JU,
\ / medaicines e I a European Union, EFPIA, or  Datapharm Limited are not liable for
. Datapharm

Initiative any use that may be made of the information contained herein.



O Sustainabllity post project

A Innovation Health Initiative project priority and shared
responsibility

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

A Post project nest steps  Vleverage outputs and assets
XaeAnrdNAA eRiEGpargomalzed, curated views of medicines information
Explore / augment Health Information from trusted sources
Act on further exploitation opportunities s of project outputs

A Continue activities  Vfurther sustainability activities

Gravitate (@ Health
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Beyond Gravitate-Health:
bringing patient friendly ePI into the real world

WHEN?
WHERE?




o Open Consortium Day VJune 4, 09.00 V14.00

A The Gravitate -Health post -project sustainability activity

nfa éru uUMB=M32UuUMaBe3dwkssaBuaAi U MDE MM 8SuUum6r 3 e 3a+
A Gravitate -Health outcomes and contributions Vdelivered upon project

ambition

0 Scene setting; ambition, landscape and achievements

0 Project achievements

o Project Impact across the value chain

o Guidance -YENAAQr AdO r A cEAn NePlgWWhiteRapee At N 21 N e
A aeéﬁ/N&At DZ,r Q2 r rdeAS X=&d ARl pAfe - EeyondRatate f- e d N A DZ

0 At X

o Patients, Regulators, Policy, IATF on  ePl, wider Industry, Pharmacists and
Medicinal product information, Compendia

A Regqistration link for external participants

Cravitate C') Health



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

O Future sustainability actions

Center at Institute for Health and Society, University of Oslo

nfa éru uMB=M3uUMaBeaBuaAi tu MDB MM 8SumBr 3 e 3a =+
Center activities that we consider / plan for
A Community Convener

O virtual community meetings on relevant topics todrive X @AA dNAA eRiEJRABZEA DR
O be the forum to maintain/build consensus Vresolve 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
A 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 ePl (semantics structure) in accumulating repository of ePl

O explore quality safety signals as RW Dand RWE contributions to Risk Minimisation Measures and
Pharmacovigilance

Gravitate @ Health
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A NONPROFIT CENTRE
EMPOWERING PATIENTS

SUPPORTING ADHERENCE AND BUILDING TRUST

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

= -
== m@

MISSION

VISION

W

https://www.gravitatehealth.eu/

VALUES

Gravitate

Transparency and trust by patients and the public

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

Health
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THREE STRATEGIC PILLARS

CENTER FORUSTED, SAANDSUSTAINABIHEALTH INFORMATION

INFORMATION SERVICES / haa, bL¢, 6 /11 DbD TECHNOLOGY STEWARDSHIP

Knowledge resources, Accelerating progress in global FOSPS + other technology

G-lens® ready ePl, aRMM and development and uptake of demonstrationsof G~ -ANAr A
Health Education Material ePl, G-lens® focusing and HEM Focusingof ePl AADZ o MY A
uoMJUA
ePl Implementation Guides,

Governance Acceleration through Feasibility and Value
Harmonizations & Standardization Engagement, Alignment, Demonstration through
Interoperability &Nr e? EONr AeAcen ANErt dn A >e AAAk ecaNARNJENVWAON DANBe Ar A EAA €

» 0, & ot
e o A @

https://www.gravitatehealth.eu/
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Closing remarks




O Key takeaways

lttakesamulti -DZ,r QOdnAdAAEr X>eBB?Ada' eR

A YPatient friendly ePl X - harness value of personalized digital information
A ePl and Health Information from trusted sources brings significant value to equip and

engage citizens in their personal health manag ement
A ePl 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.

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

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

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

To
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Stay connected!



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

