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The Gravitate-Health Consortium

40 partners in 
Europe and USA

18.5 mill €

60 months
11/20 – 10/25

European start 
Global Outreach
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Gravitate-Health project in a nut-shell 

4

Picture: Line H. Linstad, NSE Picture: Hanne Bjertnes, UiO

Research question
How can we apply an open access digital platform with trusted 
Digital health Information to transform the way patients access and 
understand health information, and apply this in personal health for 
adherence to treatment, risk minimization and quality of life ?

Maria and her medicines 

Key deliverables
• Federated open source platform with G-Lens services
• White Paper on strategies for future use of ePI
• Pilot studies evaluation
• Sustainable impacts
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https://youtu.be/ZaXPxeI5NpQ


Illustrating the work of Gravitate-Health

Defining the 
G-lens design 
methodology - 
personas

User 
experience –
information 
services

Accessing 
cross-border 
product 
information 
(preferred EU 
language)*

Example of 
basic G-lens 
focusing of 
product 
information*

User advisory group and healthcare ecosystems  – ‘patient voice’ and 
capacity building. Active external engagement, connections and presence.

* A global HL7 FHIR standard for ePI  is in development based on this work. See here. 5

http://hl7.org/fhir/uv/emedicinal-product-info/2023Jan/toc.html


Common interoperability standards, “ePI on FHIR”,  can drive an 
integrated ‘digital health information’ approach combining 
personal health data and trusted health information

Committed to develop and test ePI resources and digital tools so 
they maximize and add end-user value, e.g., user needs, content 
focusing approaches, technical requirements, compliance 

Collaborate globally to accelerate progress to address both current 
needs and future opportunities, e.g., facilitate cross-border care, 
support multiple languages, product supply, improved quality of care

Gravitate-Health… unlock the value of the ePI in practical terms
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Multilateral and international leadership

Public Private Partnerships and Standards Development
o Innovative Medicines Initiative (IMI) - Gravitate-Health
o Health Level 7 (HL7) Vulcan - FHIR Accelerator
o HL7 Biomedical Research and Regulation (BR&R)
o Univocal Identification of Medicinal Products (UNICOM)

New ePI consortia (Industry, academia, regulators):
o UK
o US
o Japan
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HL7 FHIR Accelerator Program
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The HL7 FHIR Accelerator Program is 
designed to assist communities and 

collaborative groups across the global 
health care spectrum in the creation and 

adoption of high quality FHIR 
Implementation Guides or other standard 
artifacts to move toward the realization of 

global health 
data interoperability.

HL7® FHIR® Accelerator Program



Vulcan Vision Statement
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Fully integrate research into the delivery of healthcare by streamlining 
data collection and exchange into a singular process. 

• Collaborating with the international research community to align 
clinical data and clinical research data at the point of collection. 

• Developing out the HL7 FHIR standard to support the bidirectional flow 
of data. 

• Bridge existing gaps
• Strategically connect industry collaborations 
• Maximize collective resources
• Deliver integrated tools and solutions

Why Vulcan?

What are we doing to reach that vision? 

How will we accomplish this?



Status of FHIR Implementation Guides

• FHIR Implementation Guide for Electronic 
Medicinal Product Information (ePI) Approved 27 
July 2023 

• Gravitate-Health/HL7 Vulcan press release and 
social media (LinkedIn, Twitter) 

• HL7 press release: Vulcan and Gravitate-Health 
announce publication of FHIR implementation 
guide for ePI

• Statement of collaboration to support the EU ePI
common standard
• Gravitate Health - European Medicines Agency (EMA) 

statement about our collaboration and alignment 
regarding the EU ePI Common Standard
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https://urldefense.com/v3/__http:/hl7.org/fhir/uv/emedicinal-product-info/STU1/toc.html__;!!H9nueQsQ!63U3KkF-qmIVAiKvllrciL1Kt6w_N4nVVj5k-yKeqdpqhlW9JPMDCDKedA32L2MNCgcjL5fP8FQaekHjhUjpF2HKNtIn1FA4CdbvpA$
https://urldefense.com/v3/__http:/hl7.org/fhir/uv/emedicinal-product-info/STU1/toc.html__;!!H9nueQsQ!63U3KkF-qmIVAiKvllrciL1Kt6w_N4nVVj5k-yKeqdpqhlW9JPMDCDKedA32L2MNCgcjL5fP8FQaekHjhUjpF2HKNtIn1FA4CdbvpA$
https://urldefense.com/v3/__https:/www.gravitatehealth.eu/fhir-implementation-guide-for-epi-is-published/__;!!H9nueQsQ!63U3KkF-qmIVAiKvllrciL1Kt6w_N4nVVj5k-yKeqdpqhlW9JPMDCDKedA32L2MNCgcjL5fP8FQaekHjhUjpF2HKNtIn1FAfWxyFHg$
https://urldefense.com/v3/__https:/www.linkedin.com/posts/gravitate-health_the-vulcan-hl7-fhir-accelerator-and-gravitate-activity-7092154501326913536-qfaS?utm_source=share&utm_medium=member_desktop__;!!H9nueQsQ!-DJY8oBqSNr4fv_Z3rC6SQCDoa0ncdmNs_bLzbAMzvLxF9SmA-wJvuewWSGAukculC7weUNHx3sW1tmw5Df068-xnQ$
https://urldefense.com/v3/__https:/twitter.com/GravitateHealth/status/1686390412402122756__;!!H9nueQsQ!-DJY8oBqSNr4fv_Z3rC6SQCDoa0ncdmNs_bLzbAMzvLxF9SmA-wJvuewWSGAukculC7weUNHx3sW1tmw5DcrwPMyKg$
https://urldefense.com/v3/__https:/www.hl7.org/documentcenter/public/pressreleases/HL7_PRESS_20230807.docx__;!!H9nueQsQ!-6p6UBt4CWWs3zu5xJ5EBGoBCu3S0SbUPtjwU7dv-j5G6f22w2LOhhskD_RYk87vKx9471SO_OLbmdpyZsPhj6YH$
https://urldefense.com/v3/__https:/www.hl7.org/documentcenter/public/pressreleases/HL7_PRESS_20230807.docx__;!!H9nueQsQ!-6p6UBt4CWWs3zu5xJ5EBGoBCu3S0SbUPtjwU7dv-j5G6f22w2LOhhskD_RYk87vKx9471SO_OLbmdpyZsPhj6YH$
https://urldefense.com/v3/__https:/www.hl7.org/documentcenter/public/pressreleases/HL7_PRESS_20230807.docx__;!!H9nueQsQ!-6p6UBt4CWWs3zu5xJ5EBGoBCu3S0SbUPtjwU7dv-j5G6f22w2LOhhskD_RYk87vKx9471SO_OLbmdpyZsPhj6YH$


Impact of our approach - moving towards a global FHIR ePI Standard

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

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

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

Gravitate-Health has helped connect key initiatives and foster collaborations globally, 
building on developments in the EU to drive quickly towards a global HL7 FHIR ePI 
standard
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Implementation Guide defines how to create three Types of FHIR ePI

Type 1: eLabel only
• SmPC, Package Leaflet, Label
• Semi-structured narrative text (section/sub-section headings, paragraphs, 

tables, lists, images), document info (language, date), Organization details 
(Company address and contact information)

Type 2: eLabel + product details
• Type 1 + structured product details (full name, class, dose form, strength, 

packaging, ingredients, manufactured form and administrable form)

Type 3: eLabel + product details + clinical details
• Type 1 + Type 2 + structured clinical details (Encoded indication, 

contraindication, interaction, warnings and precautions)

Simple Search

Advanced Search

Intermediate 
Search
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FHIR ePI Structure and Content

Drug Product Label

Narrative Content 
(Semi-structured)

Product Details
(Structured)

• Section and subsection headings
• Paragraphs, tables, bulleted lists, images
• Prescribing information (e.g., Indication, interaction 

contraindication, warnings, dose / administration)

• Product full name, drug class, dose form, strength, 
packaging (Type, size, GTIN), ingredients

• Manufactured form and administrable form
• Clinical use (Indication, contraindications, 

interactions, warnings and precautions)
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Product Detail Examples



International Patient Summary (IPS)



"resource": {
"resourceType": "Medication",
"id": "9d7be868-8264-4d94-ad04-ef04ecc92e50",
"code": {

"coding": [ {
"code": "EU/1/96/007/035",
"system": "http://ema.europa.eu/fhir/marketingAuthorizationNumber",
"display": "Humalog Mix50"
}, {
"code": "0x073AF2E5B92AE19E8B67635AFFB3D6CA",
"system": "https://www.who-umc.org/phpid",
"display": "insulin lispro, 100 units/ml, suspension for injection"
}, {
"code": "13884911000001102",
"system": "http://snomed.info/sct/83821000000107",
"display": "Humalog Mix50 KwikPen 100units/ml suspension for injection 3ml pre-filled pens"

}, {
"code": "A10AD04",
"system": "http://www.whocc.no/atc",
"display": "insulin lispro"

} ] },
"form": {
"coding": [ {

"code": "11202000",
"system": "http://standardterms.edqm.eu",
"display": "Suspension for injection"

} ]
},

The Helen case….

{
"resourceType": "AdministrableProductDefinition",
"id": "cfsb1640606978608",
"status": "active",
"identifier": [
{
"system": "https://www.who-umc.org/phpid",
"value": "0x073AF2E5B92AE19E8B67635AFFB3D6CA"

}
],
"administrableDoseForm": {
"coding": [
{
"code": "100000073864",
"system": "https://spor.ema.europa.eu/rmswi"

}
],
"text": "Suspension for injection"

},
"unitOfPresentation": {
"coding": [
{
"code": "200000002135",
"system": "https://spor.ema.europa.eu/rmswi"

}
],

ePI



"resource": {
"resourceType": "Medication",
"id": "9d7be868-8264-4d94-ad04-ef04ecc92e50",
"code": {

"coding": [ {
"code": "EU/1/96/007/035",
"system": "http://ema.europa.eu/fhir/marketingAuthorizationNumber",
"display": "Humalog Mix50"
}, {
"code": "0x073AF2E5B92AE19E8B67635AFFB3D6CA",
"system": "https://www.who-umc.org/phpid",
"display": "insulin lispro, 100 units/ml, suspension for injection"
}, {
"code": "13884911000001102",
"system": "http://snomed.info/sct/83821000000107",
"display": "Humalog Mix50 KwikPen 100units/ml suspension for injection 3ml pre-filled pens"

}, {
"code": "A10AD04",
"system": "http://www.whocc.no/atc",
"display": "insulin lispro"

} ] },
"form": {
"coding": [ {

"code": "11202000",
"system": "http://standardterms.edqm.eu",
"display": "Suspension for injection"

} ]
},

The Helen case….

ePI



Bigger picture

Test
scenario #1:

• Confirm how to make connections between the Vulcan ePI and SPL-FHIR by manually
transforming an ePI to a SPL-FHIR.

Test
scenario #2:

• A patient travels from Europe to US and has to find the similar US medicinal product to 
their European prescription.

Test
scenario #3:

• A patient travels from Japan to US and has to find the similar US medicinal product to their
Japanese prescription.

Test
scenario #4:

• Incorporate IDMP identifiers into the ePIs to facilitate international connections. Focus on
the PhPID generation; lookup and usage; and matching identifiers cross-border to support
the relevant test scenarios above.



SPL FHIR

https://build.fhir.org/ig/HL7/fhir-spl/branches/main/index.html

Similar to FHIR 
ePI for US Based on FHIR

Contains 
narrative and 

structured info

Why not align?



Cross-border

How to map the medication 
information across US, EU and 
JPN

Present information in a 
meaningful way for the 
patient

Could it be possible to 
substitute for a similar 
drug/brand?

Reliance on IDMP identifiers



IDMP

Implementation of the International Organization for Standardization (ISO) suite of IDMP (IDentification
of Medicinal Products) standards. 

Drug A Drug B

Country A Country B

matchmaking

Testing how it works with the testing scenarios #1-3

https://www.iso.org/standard/70044.html


Why engage

• clinicians, 
regulatory 
officers and 
software 
vendors

Check State of the art 
tech related with ePI

• for everyone

Engage with the 
steering committee to 

help evolve the 
standard • for software 

developers
• pharma

FHIR ePI Early adopter



Now what??

Ask all your 
questions and 

doubts

Engage with 
the 

community

Share your 
work

Participate in 
the 

connectathon

https://chat.fhir.org/#.     -> all things FHIR community

https://chat.fhir.org/#narrow/stream/296557-Vulcan.2FePI. -> the link for the stream dedicated to 
the ePI

http://build.fhir.org/ig/hl7-eu/gravitate-health/toc.html.  -> gravitate health IG

http://build.fhir.org/ig/HL7/emedicinal-product-info/toc.html.  -> FHIR ePI IG

https://confluence.hl7.org/pages/viewpage.action?pageId=175610822#id-
202309Vulcan/GravitateHealthePI/IPSandSPLFHIR-Callforparticipants.    -> Connectathon page

https://chat.fhir.org/
https://chat.fhir.org/
http://build.fhir.org/ig/hl7-eu/gravitate-health/toc.html
http://build.fhir.org/ig/HL7/emedicinal-product-info/toc.html
https://confluence.hl7.org/pages/viewpage.action?pageId=175610822
https://confluence.hl7.org/pages/viewpage.action?pageId=175610822


The Gravitate-Health project has received funding from the Innovative Medicines Initiative Joint Undertaking under grant agreement No 945334. 

Follow Gravitate-Health
@gravitatehealth

www.gravitatehealth.eu

Newsletter 

http://www.gravitatehealth.eu/

