
RELIABLE
MASTER
DATA

Structured, validated device data

supporting accurate, consistent and

traceable EUDAMED records.

ROBUST
EUDAMED
INTEGRATION

Controlled data flows and system

interfaces supporting reliable submissions

and ongoing data integrity.

EVOLVING EUDAMED OBLIGATIONS  How to determine which EUDAMED requirements and transition provisions apply to your devices 

and data?

MASTER DATA COMPLEXITY  How to clean, consolidate, and format scattered device master data across disparate systems?

SYSTEM & DATA INTEGRATION  How to automate data synchronization with EUDAMED modules while satisfying data integrity ?

CLEAR
REGULATORY
ALIGNMENT

EUDAMED obligations and applicable

transition requirements clearly identified

for your device portfolio.

OUR APPROACH

Turn complex device master data into structured, validated EUDAMED

records built for accuracy, traceability and ongoing compliance.

STRENGTHEN EUDAMED COMPLIANCE.
Efor & Ackomas: regulatory expertise and digital

integration to support EUDAMED compliance.

R E G U L A T O R Y  A F F A I R S  ( R A )

MASTER YOUR DATA.MASTER YOUR DATA.

01 ASSESS 02 IMPLEMENT 03 ASSURE

Regulatory readiness assessment

and EUDAMED gap analysis

Mapping, collection, and

organization of required device

master data

Prioritized compliance roadmap

and deployment schedule

Master Data constitution and data

integrity validation

Seamless deployment and

configuration of the Ackomas

software solution

Automated publication, direct

synchronization to EUDAMED, and

full CSV execution

Data consistency, completeness

and traceability

Submission testing and validation

 Controlled processes for

EUDAMED data updates

Dedicated technical and

regulatory expert hotline

Targeted training for regulatory,

QA, and IT stakeholders

YOUR CHALLENGES

READY TO STRENGTHEN YOUR
EUDAMED COMPLIANCE?

WWW.EFOR-GROUP.COM

YOUR BENEFITS
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