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EUDAMED
"Go Live"

Audit report
Art. 27a §2

EUDAMED 
complete

Slide 2

Scheduled legal milestones
9/19 3/219/16

20 days

Adoption & 
Publication

Entry into force Legislation 
applicable

Mandatory 
compliance

3 years

18 months

Interval for a timely 
preparation of the compliance

Notice publication
Art. 27a §3

≥ 6 months
Art. 97 §3(ba)

Art. 97 §3(ba)

Articles and dates refer to the MD
(Medical Devices) Regulation only; 
by conforming to the above, 
EUDAMED ensures its readiness for 
the IVD Regulation as well, whose 
milestones occur at a later time



2nd set of Modules1st set of Modules

Processes of the Device lifecycle
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Clinical Investigation / Performance Studies

Actor registration

UDI & Device 
registration

NBs & 
Certificates

Vigilance

Market
Surveillance

Device placed 
on the market

• Each Process managed by one module
• Module deployment optimisation: priority to the 1st set of Modules



EUDAMED modules development
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IAM: Identity & Access Management
• Authentication – Authorisation
• User Role and Access rights

1st set
• Actor registration
• UDI & Device registration
• Notified Bodies & Certificates

2nd set
• Clinical Investigation / Performance Studies
• Vigilance – Post-Market Surveillance
• Market Surveillance



Business Analysis

Project Management

Architecture design

Analysis & development of the 1st set

Analysis & development of the 2nd set

Global planning: "Best scenario"

Legend:
• One colour per project "discipline" (Rational Unified Process® terminology)
• Hashed background used for activities involving both EC and external stakeholders

Q4/15

Analysis & 
development of IAM

Acceptance testing

Q1/17 Q1/19Q1/18Q3/15
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Acceptance testing



Visits to Member States

Business Analysis

IT team 
set-up

Architecture & IAM
"Stable"

Regulations
Q2/15 Q1/16

IAM specification

Steering Committee &
Ad Hoc Working Group meetings

IAM development & testing

Architecture design

Project Manager
Business Analyst
Architect
Interface designer
Developers
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Q3/15

Refine 
schedule

Q3/16



Steering Committee & Ad Hoc Working Group meetings

Technical Analysis & Design

Development & Testing

First set of Modules: Overview

1st set 
complete

Acceptance testing

Performance testing

Vulnerability testing

Documentation Training

Q1/16
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Q4/16 Q3/17Q1/17

Mock-up & prototyping

Detailed Requirements

Test cases

Legend:
• One colour per project "discipline" (e.g. yellow for Analysis)
• Hashed background: both EC and external stakeholders involved

Q1/18Q2/17



Q4/16

First set of Modules: Breakdown
Q3/17
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Q1/17Q1/16 Q2/16 Q3/16

Actors

UDI & Device

NBs & Certificates

Actors

UDI & Device

Notified Bodies & Certificates

Actors

UDI & Device

Notified Bodies & Certificates

Actors

UDI & Device

Notified Bodies & Certificates

Colour legend:

Analysis

Mock-up & prototyping

Technical Analysis & Design

Development & Testing

Q2/17



Second set of Modules: Overview
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Audit report

Audit

Steering Committee & Ad Hoc Working Group meetings

Technical Analysis & Design

Development & Testing

EUDAMED 
complete

Acceptance testing

Performance testing

Vulnerability testing

Documentation Training

Q1/17 Q4/17 Q3/18Q1/18

Mock-up & prototyping

Detailed Requirements

Test cases

Legend:
• One colour per project "discipline" (e.g. yellow for Analysis)
• Hashed background: both EC and external stakeholders involved

Q1/19Q2/18



Notice 
publication

Deployment

EC Support 
team set up

Deployment & Use

Q1/19

Audit 
report

EUDAMED
"Go Live" 

MDCG 
consultation

9/19 3/21

Legislation 
applicable

Mandatory 
compliance

18 months

≥ 6 months

Application Support 

Data entry

Training
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Conclusion
Planning

• Commitment of resources for a timely completion
• EUDAMED "Go Live" driven by the Adoption Date

Thank you in advance!

Functionality
• Requirements depend on final content of Regulations

Architecture   
• Tailored to the needs of the project
• Based on proven solutions

Success relies on cooperation among Stakeholders
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