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Objectives

Learn about ePI

Benefits of a single Regulatory ePI platform
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Agenda
1 What is ePI (and why it’s important)

2 Ennov + InteliNotion unified solution

3 InteliNotion presentation + demo
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ePI Quiz

› https://pe.app/epi
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What is ePI ?

Electronic product information (ePI)

• authorized, regulator-approved information

about a medicinal product (SmPC, Package Leaflet, labeling)

• published and distributed in an electronic format using 

structured data standards.



88Ennov Software for Life     | ennov.com 8

ePI for end users – progress from Gravitate Health
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Expected ePI Benefits
1. Improved access and usability

› Users: Patients, healthcare professionals (HCPs), regulators

→ instant access the most up-to-date approved product information online.

› Multiplatform/accessibility: smartphones, computers, different screen readers accessibility tools

2. Enhanced data quality and consistency

› Structured format (FHIR, XML): enables automated comparison, integration, and reuse

› Single source of truth

3. Regulatory efficiency and interoperability

› Data reuse

› Cross-system interoperability integration with health (electronic health records) or clinical apps

4. Faster implementation of safety updates

› Rapid deployment

› Improved pharmacovigilance linkage
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Timeline for Safety Update implementation in Labeling

Stage Typical Duration Description

1. Signal detection & assessment 2–8 weeks
Safety signal identified from pharmacovigilance data; 

evaluation and internal decision to update labeling.

2. Preparation of variation / 

labeling update dossier
4–8 weeks

Drafting revised SmPC / PIL / labeling text, 

translations, and regulatory justification.

3. Regulatory submission and 

review
2–6 months

Health authority review (e.g., EMA Type IB/II variation, 

FDA labeling supplement, MHRA notification). 

Duration depends on type of change.

4. Approval to implementation 

(artwork, packaging, 

distribution)

3–9 months

Artwork updates, printing, stock depletion, and new 

packaging release. Often the longest step due to 

manufacturing and logistics constraints.

TOTAL 9-18 months
Full cycle from signal detection → updated labeling in 

the market.

4-9 months TOTAL with ePI
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Effort for standardization

› No common global standard

› FHIR ePI: standardized framework developed by

› HL7 Vulcan Accelerator

› EMA

› EFPIA, Gravitate Health

› National Health Authorities

› FHIR defines core technology components

› data model & format (xml, json)

› exchange & interoperability (API)
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ePI FHIR information
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ePI worldwide programs

from eLeaflet October 2024
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Global FHIR ePI adoption

2 0 2 3 2 0 2 4 2 0 2 5 2 0 2 6 2 0 2 7 2 0 2 8

Planning

Australia,

LATIN/SOUTH AMERICA: Brazil, Mexico

MIDDLE EAST: Egypt, Israël, Algeria

ASIA: India, Malaysia, Indonesia,

Japan, Taiwan, South Korea, Singapore, 

Develop, 

Pilot

Brazil

USA

Optional 

Use
Jordan EMA

Mandatory 

Use
Jordan EMA

EMA
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EMA ePI Initiative
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Technology involved

from Navitas LabelTech forum Jan 2025

Doc

Process

AI

Analytics

Process

Artwork
Core Model

IDMP
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Ennov ePI with InteliNotion

Medicinal 

Product

Activity

labelling impacts

Dossier

IDMP {FHIR}

<FHIR> ePI 
Health
Authority

EPI

Submission

SmPC

Labelling

Leaflet
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InteliNotion Introduction

Overview of InteliNotion

• Transforms Content Creation for Life Sciences companies

Core Technologies

• Component Content Management 

• Content Governance

• Regulatory Compliance

AI-Driven Vision

• Intelligent Content

• Component-level GenAI

• AI-Augmented Contextual Authoring

Open and Extensible
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Manual Creation of ePI

Manuscript Draft
Published

XML

Approval

Process
Approved

XML

Quality 

Check

Correction

Loop

Manual 

Transfer to 

XML Editor

XML 

Rendered as 

PDF
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=

=
Dossier

IDMP {FHIR}

<FHIR> ePI 

SmPC

Labelling

Leaflet

❯ ePI generation initiated from 

Ennov Dossier

❯ IN ePI generation service

❯ IN Connector retrieves the 

labeling document(s)

❯ Documents are 

ingested/structured in IN 

❯ The generated ePI is saved and 

versioned back into Ennov

Ennov – InteliNotion Integration: 
Retrieve Labeling Documents
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IN Automated ePI Creation 

• Create the ePI type bundle 
structure 

• Placeholders for the 
Resources

• Compile resources data

• Link labeling document(s) 
into resource placeholders

• Complete compilation

• Review workflows

Create ePI bundle Compile bundle

• Validate the compiled 
bundle – structural and 
semantic correctness

• Finalize/ format bundle and 
store to GxP repository

• Regulatory approval 

• Regulatory upload

Validate bundle Upload bundle 

Labeling Specialist Labeling/Regulatory Specialist Regulatory Specialist Labeling Specialist
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Automated ePI Generation
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ePI Generation – Demo 
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FHIR Configurations

• Use Business Object 
Modeler

• Create new business object

• Mark it as FHIR Resource

• Use FHIR JSON Mapping

• Select Business Object

• Add Mapping and configure 
the JSON Rule.

Add FHIR Resource as 
Business Object

Configure FHIR JSON 
Transformation Rule

• Use Relationship Manager

• Select all Business Objects 
for the implementation guide 
(ePI type 3)

• Create relations between 
resources

• Select transformation rules 
per resource

• Use Info model FHIR JSON 
Mapping 

• Select Hierarchical Set

• Configure each section and 
map the element to section.

Configure FHIR Resources 
and Relationships

Configure FHIR JSON at 
Info Model

Labeling Specialist Labeling/Regulatory Specialist Regulatory Specialist Labeling Specialist
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Conclusion

› ePI is coming soon – Jordan 

› Ennov + InteliNotion unified platform wining combo
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Thank you for your 

attention
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