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ePI Objectives

Goals

1. Develop a path to achieve critical mass (i.e., 80% of ePIs converted to 
FHIR) within two years.

2. Gain support from stakeholders to help achieve Goal #1

For discussion

What is needed to achieve these goals?
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Draft Roadmap (Work in progress, need your input)
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2H 2023 1H 2024 2H 2024 2025+

Vulcan ePI  
Implementation Guide

Stakeholder Awareness, 
Improve ePI maturity

Support pilots / 
Implementations

Update to v1.x.x

Sep International 
Proof of Concept

1H 2023

Finalize 
v1.0.0

We are here

Update to v2.x 
(where needed)

TBD

Events (e.g., EuroVulcan, Connectathons, Hackathons, summit meetings)

Gather requirements for 
v1.x.x



Same foundation, two implementation models
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Common Profile - FHIR Resource Names2

1 List
2 Bundle
3 Composition
4 Binary
5 Organization
6 RegulatedAuthorization
7 MedicinalProductDefinition
8 PackagedProductDefinition
9 AdministrableProductDefinition
10 ManufacturedItemDefinition
11 Ingredient
12 ClinicalUseDefinition
13 Substance

EMA Profile - FHIR Resource Names1

1 List
2 Bundle
3 Composition
4 Binary
5 Organization
6 RegulatedAuthorization
7 MedicinalProductDefinition
8 PackagedProductDefinition
9 AdministrableProductDefinition
10 ManufacturedItemDefinition
11 Ingredient
12 ClinicalUseDefinition
13 Substance

1 Rows 1 to 4 make up the ePI. The ePI cross references 
out to SPOR which is made up of rows 5 to 13.

2 Common ePI is managed as a single self-contained document.



SPOR

Same foundation, different implementation models
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Bundle

Medicinal Product 
Definition

Clinical Use 
Definition

Administrable 
Product Definition

Manufactured Item 
Definition

Regulated 
Authorization

Composition

Ingredient

Packaged Product 
Definition

Organization

Bundle

Medicinal Product 
Definition

Clinical Use 
Definition

Administrable 
Product Definition

Manufactured Item 
Definition

Regulated 
Authorization

Composition

Ingredient

Packaged Product 
Definition

Organization

List (Products)

Substance Definition

Substance Definition

‘Common’ Approach
• All resources self contained in one Bundle.
• Same resources as the SPOR approach.

EMA’s SPOR Approach
• Bundle cross-references out to SPOR 
• Same resources as common approach.

Binary

Binary



FHIR Overview: Creating an ePI with FHIR
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GH/Vulcan 
FHIR ePI

Medicinal Product 
Definition

Clinical Use 
Definition

Administrable 
Product Definition

Manufactured Item 
Definition

Regulated 
Authorization

Composition

Ingredient

Packaged Product 
Definition

Organization

FHIR template for 
Organizations

FHIR template for 
Packaging

FHIR template for 
Ingredients

FHIR template for 
Clinical Use

Binary



Electronic Medicinal Product - FHIR Implementation Guide

• Common technical standard for 
structuring and exchanging product 
information using FHIR and IDMP.

• A common starting point from which to 
build national ePIs.

• Implementation guides contain:
• Narrative Content
• Profiles
• Examples
• Capability

• Link to the Vulcan Electronic Medicinal 
Product (ePI) FHIR Implementation 
Guide
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http://build.fhir.org/ig/HL7/emedicinal-product-info/toc.html


Example 1: Viewing FHIR ePI content as a graph

• The graph shows relationships between data objects.

• This graph shows 90+ data objects in a single ePI.
• Graphing all ePIs in a drug portfolio leads to benefits like rapid 

impact analysis of labelling or CMC changes (e.g., Safety updates; 
formulation or packaging changes).

Ingredients and Manufacturer Clinical Use DetailsPackaging and Authorization
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Example 2: ePI and the International Patient Summary

FHIR ePI

Medicinal Product 
Definition

Clinical Use Issue

Administrable 
Product Definition

Manufactured Item 
Definition

Regulated 
Authorization

Composition

Ingredient

Packaged Product 
Definition

Organization
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Example 3: IDMP Pharmaceutical Product Identifier (PhPID)

• US and Japanese Package Insert: 
• Two different labels.
• Two different languages. 
• Same product: exemestane 25 mg 

tablets.
• Same PhPID different formulations.

• Allows for an international search of 
all label documents with this PhPID. 
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Example 4: Gravitate Health @ FHIR Connectathon – Focusing

Case:
• Highlight and supress ePI sections based on patient 

information

Approach:
• Identify ePI sections from Felleskatalogen
• Manually extracted knowledge, coded by ICPC-2, linking 

sections, represented as FHIR Clinical Use Templates
• Patient information, coded as ICPC-2, represented as 

FHIR AllergyIntolerance and Condiction templates
• Demographic information
• Software for highlighting and supressing text

Personal Health Record ePI content tailored to the individual

Pregnancy related -
supressed

Lactose Intolerance
related - highlighted

Applied criteria: 
Demographics, 

conditions, allergy
and intolerance

Prepared by
Petter Hurlen, AHUS
Knut Skifjeld, NeH
Gunvald Harket, NeH
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