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mt-g is the leading global content service provider exclusively 

serving the medical and pharmaceutical industry in Europe.

MEDICAL SPECIALISTS FROM THE START

• Founded in 1998
• Over  900 medical language specialists and experts worldwide
• Over 70 employees
• Privately-owned
• Headquarter: Germany
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Rating

Where are you in your ePI journey?

1. Haven’t started

2. Planning / assessing

3. Pilot phase

4. Rolling out across products

5. Implementation phase
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Why ePI?
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Regulatory Drivers and Opportunities

Electronic Product Information (ePI): shift from static product 

documents (PDF, Word) to structured, machine-readable formats. 

The EU and other global regulators are driving this transformation to 

improve accessibility, transparency, and patient safety.

Implementation of new EU pharmaceutical legislation
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Benefits for Stakeholders

Stakeholder Benefit

Patients Real-time, searchability, accessibility in 

patient’s language

HCP Integration with EHRs and decision 

support tools

Authorities Easier compliance checks, reusable 

data

Pharma companies Lower costs, more efficient workflows, 

increased consistency, higher safety
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What’s changing with ePI?
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From Narrative to Structured Data
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From Narrative to Structured Data

Version
control

Translation
management

Quality
checks

Product infos: 
new format
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Challenges for 

Marketing Authorisation Holders
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Data, Infrastructure & Process Challenges

Legacy systems

Fragmented, disconnected document-based content

Non-centralized, partially manually translation processes 

throughout the company
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Data, Infrastructure & Process Challenges

Inconsistent language versions

Regulatory requirements vs. 

technical requirements 

≠ common language

regulatory

requirements

technical

requirements
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Regulatory
expertise

Content 
modularization

Terminology System 
integration

The Role of Language & Content Service Providers
Partnering for digital transformation
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Multiple Choice / Word Cloud / Open Text / Rating / Ranking 

What is your biggest challenge in preparing for ePI?

1. Legacy data fragmentation

2. Translation & terminology consistency

3. System integration

4. Regulatory change management
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Best Practices

Getting ready for ePI
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Recommendations: How to Start

Review: existing systems, infrastructure, processes and 

product information content

Decide: how to store and organize data in the future 

(corporation-wide? Silos?)

Evaluate: systems and service providers
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Recommendations: How to Start

Plan and set priorities: data, regions, languages, timelines

Standardize translation processes

Optimize product information texts

Launch pilot (transform text into FHIR)
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Recommendations: Content Preparation

Review existing product information texts for:

Consistency with the (English) master text

Consistency across all strengths and dosage forms

Consistency across product groups
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Recommendations: Content Preparation

Implement corporate terminology

Harmonize SmPC & PIL (if applicable).

Create database in all languages ("translation memory“ and 

“term base”), if not already available.
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Recommendations: Key Success Factors

Early 

planning 

Modular 

approach

Quality 

control

Automation
Cross-team 

collaboration
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Recommendations: Key Success Factors

Train staff 

Make sure that Regulatory and IT speak a common 

language
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Advantages of 

 Professional ePI Approach
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Recommendations: Key Success Factors

A professional ePI strategy ensures: 

higher text quality

scalability for new products

future-proof documentation structures

efficient workflow management and integration
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1.) Product 

information

Support in creation, 

optimization, maintenance

Reg. compliance

3.) Translation of product 

information

CAT tool + AI

Reg. compliance in all languages

4.) Support during 

lifecycle

In all regulatory activities

2.) ePI Transformation

Language data review

Data migration

Conversion to FHIR

Translation

Memory & AI

Technical services

System integration

Expert 

experience

Expert 

experience

The Role of Language & Content Service Providers
Integration Example
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Conclusion
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Conclusion

Start your ePI pilot today — partner with experts who 

understand the regulatory, linguistic and technical 

dimensions.





Thank you!
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Contact

Jessica Giardini

Member of Management

Head of Project Management 

Pharma

Tel. + 49 731 176397 - 41

jessicagiardini@mt-g.com

www.linkedin.com/in/jessica-

giardini2

mt-g medical translation 

GmbH & Co. KG

Stuttgarter Straße 155

D-89075 Ulm

Tel: +49 731 176397 0

info@mt-g.com

www.mt-g.com

mailto:jessicagiardini@mt-g.com
mailto:jessicagiardini@mt-g.com
mailto:jessicagiardini@mt-g.com
http://www.linkedin.com/in/jessica-giardini2
http://www.linkedin.com/in/jessica-giardini2
http://www.linkedin.com/in/jessica-giardini2
mailto:info@mt-g.com
mailto:info@mt-g.com
mailto:info@mt-g.com
http://www.mt-g.com/
http://www.mt-g.com/
http://www.mt-g.com/

	How can marketing authorisation holders best prepare for ePI – a view from the perspective of a global content service provider�
	Slide Number 4
	Poll
	Why ePI?
	Regulatory Drivers and Opportunities
	Benefits for Stakeholders
	What’s changing with ePI?
	From Narrative to Structured Data
	From Narrative to Structured Data
	Challenges for �Marketing Authorisation Holders
	Data, Infrastructure & Process Challenges
	Data, Infrastructure & Process Challenges
	The Role of Language & Content Service Providers
	Poll
	Best Practices�Getting ready for ePI
	Recommendations: How to Start
	Recommendations: How to Start
	Recommendations: Content Preparation
	Recommendations: Content Preparation
	Recommendations: Key Success Factors
	Recommendations: Key Success Factors
	Advantages of � Professional ePI Approach
	Recommendations: Key Success Factors
	Slide Number 26
	Conclusion
	Conclusion
	Slide Number 29
	Slide Number 30
	Contact

