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Today’s PI in PDF Moving towards harmonised semi-structured electronic 
PI
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Business context
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EU NDB adopted FHIR-based EU ePI Common Standard –

September 2021 following workshops and consultation

First Program Increment (PI) and System Demo complete –

September 2022 project is running using Agile methodology

Network product owner (ES) and SME (DK, NL, SE) project roles 

filled – June 2022 following call for expression of interest

Contracts and distribution agreement in place – May 2022 project 

co-owned by EMA and network will develop and pilot MVP 
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Minimum Viable Product
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• The MVP enables an early version of ePI with 

limited features that can be used by early 

adopters. The MVP is a ready-to-use, first 

release of a product to be used in the business 

process, and not a prototype. 

• MVP will be piloted for CAPs and NAPs 

• The MVP enables creation of ePI at point of 

application and update following positive opinion. 
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Minimum Viable Product
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Functionality for the authoring portal to enter 

images/tables/formulae/styling: supports creation and editing of 

ePI with all styling aspects needed for PI documents

ePI authoring portal: enables ePI creation, update, submission and 

download in various formats (HTML, XML, Word), utilising synergies 

with DADI

Repository and API: ePI to be stored in FHIR server and made 

available to websites and machines via the ePI API
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Achievements in last PI (June-September)
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SeptJune

PI ACHIEVEMENTS(Q3 2022):

Q3/2022
1st PI event for ePI

Q4/2022
PI event

• Solution Architecture designed and approved

• User journeys for applicant and regulators, wireframes created

• Login with IAM roles enabled (not public)

• Dataverse data model created

• Testing strategy defined

• Dev environment set up

• Create ePI editor with tree view navigation developed (DEMO)

• Testing of rich text editors carried out 

• Plug-ins for composition of EU ePI Common Standard compliant 

FHIR message developed

• Publish, Validate, Get API features implemented (DEMO)
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Roadmap

2021 2022 2023-2024 2024-

• EU ePI Common 
Standard developed

• Public consultation
• EU ePI Common 

Standard adopted.

• MVP development

• NCA product owner and 
SMEs onboarded

• MVP development

• Pilot begins

• Results of pilot feed 
back to tooling and 
guidance.

• CAP implementation
• Phased implementation NAPs
• EU ePI Common Standard 

evolves
• Controlled up-versioning.
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System demos
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Most recent demo 28th

September

Recording available on 
EMA website

No invitation needed: 
join livestream on 
YouTube

Next demo 21st 
December
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Any questions?

Contact the ePI team at ePI@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News

mailto:ePI@ema.Europa.eu
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