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Meetings

29/01/2019 - Actor Registration WG
07/02/2019 - CI/PS WG

13/02/2019 - Vigilance WG

21/02/2019 - NB & Certificates WG
14/03/2019 - UDI & Device WG
21/03/2019 - Data Exchange WG
28/03/2019 - Market Surveillance WG
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Project deliverables

Eudamed information system
Restricted site
Public site

Data exchange solutions

User guide

Technical documentation
Training material
Technical support
Demos

Playground
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Working documents

Functional Specifications document contains:
Legal requirements
Functional specifications
Non-functional specifications
Process overviews / use cases
Data dictionary, Security matrix, Business rules
Data models
Wireframes / Mock-ups
Implementation plan
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FSID
FS-ACT-001
FS-ACT-002
FS-ACT-003
FS-ACT-004
FS-ACT-005
FS-ACT-006
FS-ACT-008
FS-ACT-009
FS-ACT-010
FS-CRF-011
FS-CRF-012
FS-CRF-013
FS-EUD-004
FS-EUD-006
FS-EUD-008

FS-PUB-ACT-001

Description Status
Economic Operator registration

Economic Operator update

Search and view actor details

Machine to machine (M2M)

Manage association (mandate) between non-EU MF and AR

CA registration

Upload and download for actor registration requests validation
Search and view refused actor registration requests

Importer link to non-EU manufacturer

Provide NB actor and designation data

Manage list of subsidiaries

NB information, notifications for MDR/IVDR, and list of subsidiaries.
Notification/Information email system

User access management and User management

Data protection

Search and view actor details

Not started
Ongoing
Completed

Implementation plan overview for 1st release
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State of play 1st release 1/5

FS-ACT-001 Economic Operator
registration

Completed: registration of MF, AR,
Importer, SPPP.

FS-ACT-002 Economic Operator update

Done: update of MF, AR, Importers, update
mandate for non-EU MF.

Ongoing: SPPP update.

FS-ACT-003 Search and view actor details

Done: search Actor details, dashboard for
different Actor types.

Ongoing: view Actor’s registered details.

ACTOR REGISTRATION

No actor exists for my organisation. |
want to proceed with the registration

of my organisation.

Search & View

Owerview of your modules allowing you to search, follow

up and update your data

Actors
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State of play 1st release 2/5

FS-ACT-005 Manage association (mandate)

between non-EU MF and AR ~ R
Completed: submit new mandate, update =
mandate terminate mandate by MF Manage my actor notification email address

A I
terminate mandate by AR, accept/reject ianage my maneaies

Manage my actor data

mandate by AR.

FS-ACT-006 CA registration

Solution for 1t release: registration will be
performed by COM following MS information
directly into Eudamed.

FS-ACT-008 Upload and download for actor
registration requests validation

Ongoing: dowload Actor registration request,
upload assessment outcome of registration
request.
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State of play 1st release 3/5

FS-ACT-009 Search and view refused actor registration requests
Completed: view refused Actor registration requests.

FS-ACT-010 Importer link to non-EU manufacturer
Completed.

My Actor data

Manage my actor notification email address
Link to non EU MF & Device

Manage my actor data
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State of play 1st release 4/5

FS-CRF-011 Provide NB actor and designation data

Only NB actors details are in the scope of the Actors module in
Eudamed

Implementation for Q1 2019

FS-CRF-012 Manage list of subsidiaries
Implementation for Q1 2019

FS-CRF-013 Enable to view NB information relating to its Actor
information, notifications for MDR/IVDR Information and list of
subsidiaries.

Implementation for Q2 2019 (Actor information and list of
subsidiaries)
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State of play 1st release 5/5

FS-EUD-004 : Notification/Information email system

Done: engine to prepare and send emails, management of
subscriptions for Actor.

Ongoing : management of subscriptions for User.

To be done: define content of emails for the Actors module - Q2
2019

FS-EUD-006 : User access management and
User management

Completed: login to Eudamed using EU Tasks
Login, LUA/LAA, identification of a user as  Easyand auickaccess to your main tasks
subcontractor, submit account request, User management

. . . My Actor data
assessment of submission, terminate Assess User access requess
hManage your users

account -
Manage my actor notification
email address
Manage my mandates

FS-EUD-008 : Data protection Manage my aclor da

Completed: Acknowledgment method to
inform users about personal data policies n European
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Public site for 1st release: state of play

FS-PUB-ACT-001 Search and view actor details
Ongoing: analysis
Done: draft sitemap is created
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Data exchange

FS-ACT-004 Machine to machine (M2M) CAs can download Actors
data

Ongoing: collect reviews
Testing on March 2019

FS-ACT-008.01 / FS-ACT-008.02 Enable CAs to download a file with
all submitted actor registration requests / Enable a CA to upload a
file with the validation outcomes for those requests

Done: requirements collected, and XSD definition of fields ready
Ongoing: design of User Interface
Testing on April 2019
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Playground and demos

The Eudamed playground will be available on the 11th of February.
Deadline for feedback on the playground is the 21st of February.

Please note that no real information should be encoded in the

playground, only dummy data for verification of the implemented
functionality.

Library
- ‘\) Library

__== The Library is the space where contents are stored, managed &

A functional mailbox for questions and
comments will also be communicated.

In the Library service, users manage and share their documents
¥ Spaces

Title =

@ 00 - MDR Eudamed Steering Committee

V|deos/dem05 Wl“ be avallable from ::')Ol—Registraﬁo!w
CIRCABC on the DEMO “brary on the 4th 02 - UDI & Devices

3 03 - NBs & Certificates

Of Fe b rua ry. 3 04 - vigilance

3 05 - Clinical Investigations

3 06 - Market Surveillance

3 07 - Data exchange

3 DEMO e

3 Documents shared with the MDCG
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https://circabc.europa.eu/faces/jsp/extension/wai/navigation/container.jsp?FormPrincipal:_idcl=navigationLibrary&FormPrincipal_SUBMIT=1&org.apache.myfaces.trinidad.faces.STATE=DUMMY&id=84cb1bf9-850b-4612-ba3f-71ff2880e8ab&javax.faces.ViewState=/Mh/GOQ85Lq2s29ghQh8cxvluFgO7kNQIp0m9/S5Kmj2BOLPjYRuPMfUzD9SNSYm/Hmm5O1L%2B5ziYqxWbzbNvCT5Fijx4TYzu1R7VEuXA%2BvrA1SvNCDxlutcqQi%2Bd8asNFUP2B6u/U%2BgUWZMlP1BwN%2BldgE%3D

Scope of 2nd release 1/2

Show terminated accounts on My Account(s) page
Delete long running draft Actor Registration Requests
Reactivate an actor

Confirm periodically Economic operator data accuracy
Deactivate Economic Operator or Sponsor

Deactivate own Actor

Register third countries' Organisations

Register a Competent Authority

Deactivate Competent Authority

Create a new version of Competent Authority details

Make relationships between actors other than importer/non-EU manufacturer
ones
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Scope of 2nd release 2/2

Suspend my account
Suspend an account
Resume my account
Terminate my account
Resume an account
Reactivate an account
Terminate all my accounts
Suspend all my accounts
Resume all my accounts
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Implementation plan update

(2
S ¢ < N
R P & o R
& & &> F LT P &
¥ e ot o » & & » & NS
q“.(\ o & N O A & o @ &o \OQ X
) & RO IR o EPE N S ¢
P Q\";\ N O s P EF oe?‘ )
LA > O &F 0 &
S
Q1 2019 Q2 2019 i Q3 2019 i
FEB mar 1 apr | wmay | sun [ suy | aue | ser |
7'y
Audit, Security, Stress Fixes
Business Analysis -
Development
Changes to 1st release
= N &
. < & o
& © o‘@wz, $°‘ S A
RO &
LB MO 2 SN2
o> & RO S
POy S
2
,(Q:
o
Nt 3
6@° e o @
& C4 5 Q:b
&"eb@\ & b"?}
& & o3
g
i ¥ Q4 2019 i Q1 2020 i Q2 2020 i Q3 2020 i Q4 2020 i
odule oct Nov | DEc AN | rB | wmar 1 AR | mav | JuN wy | aue | see | ocr | nov | DEc
A
Audit, Security, Stress Fixes|
Business Analysis
Development
Changes to 1st release
> &
:.}?( o (\‘\0
& ‘?S} ® & o
. § R % 50
s o LS
AP s X V¢ e
C & P 0 & v & 0
P e NS
RS ((\Q 0(\
<& &
v
European

Commission



Thanks for your attention

Questions?
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