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Eudamed application: modules

MDR EUDAMED Information System

l

MDR EUDAMED Public Site

Part of information
publicly available

MDR EUDAMED restricted site

Must be interoperable
with the future EU
database for Clinical
trials on medicinal
products for human
use set up in
accordance with
Article 81 of
Regulation {EU)

MNo 536/2014

2nd Module Set

Decentralised User
Administration system
allowing actors to
manage their own
users

Connectivity

1. Access to the
different modules
2.role-organisation-
based access: display
of information /
modules customised
by user-role and actor
type

1. Connectivity with
national and economic
operators systems to
allow export of data
from central DB to
lacal DB.

2. Bulk upload
functionality for
Economic Operators
and Notified Bodies
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Scope - DEMO Presentation

Actor & User Module
Actor & User Registration
Management of Actor & User

Device Module

Registration of Regulation Devices

(Registration of Basic UDI-DI together with associated UDI-DI and
Registration of UDI-DI for an existing Basic UDI-DI)

Registration of Systems and Procedure Packs

Management of BASIC UDI-DI

Management of UDI-DI

(with the exception of functionalities concerning - updates on the
Product Designer and Container Package Structure and the View history
for the versioned entities associated to the UDI-DI)

Search and View Devices
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Scope - DEMO Presentation

Public Site
Search Economic Operators
View Economic operators Details
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Some remarks

It's a working progress

Deliver the EUDAMED (private and Public) on an iterative
way > each delivery will contain new features,
corrections and improvements - should be previously
communicate to the Users of playground

EUDAMED IT Team test the solution and do the
acceptance and quality check

BU does the approval to Go to Playground
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Goal — DEMO Presentation (EUDAMED release 43)

Present the work done

Validation of the BU until 4th November 2019

YES
— [ Deliver on Playground
3th version

NO

Fix the list of things identified by the BU

EUDAMED Team prepare a new version to be
validated by the BU

l

NO
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Implementation Plan - Playground
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DEMO

EUDAMED - Restricted Site

EUDAMED - Public Site
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Thanks for your attention

Questions?
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