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Upcoming WG Meetings

21/02/2019 - NB & Certificates WG

 23/05/2019 – Market Surveillance

 21/06/2019 - NB & Certificates
 29/08/2019 – Vigilance
 19/09/2019 – Clinical Investigation
 03/10/2019 – Data Exchange
 17/10/2019 – Market Surveillance
 Q1/20 – Final meeting for Market Surveillance
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Project deliverables

•

Eudamed information system

•

Restricted site

•

Public site

•

Data exchange solutions

•

User guide

•

Technical documentation

•

Training material

•

Technical support

•

Demo/Playground
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Working documents

1. Functional Specifications document 4.1 (which contains):

•

Legal requirements

•

Functional specifications

2. Detailed Requirements
3. Security matrix
4. Business rules
5. Wireframes / Mock-ups 
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State of Play                                   1/4

FS-MSU-002 : Manage the final inspection reports of the MS

Finalize Requirements – by end of August 2019

FS-MSU-008 : Search and view information on market 

surveillance

Collect Requirements – ongoing for all FS

FS-MSU-005 : Manage notification and exchange information 

on devices presenting an unacceptable risk to health and 

safety
Finalize Requirements – by end of August 2019
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State of Play                                   2/4

FS-MSU-006 : Manage information on measures taken for a 

non-compliant device not presenting an unacceptable risk to 

health or safety or other aspects of the protection of public 

health

Finalize Requirements – by end of August 2019

FS-MSU-007 : Manage notification on preventive health 

protection measures

Finalize Requirements – by end of August 2019
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State of Play                                   3/4

FS-MSU-001 : Manage the annual summaries of the results of  the 

surveillance activities of the MS

Finalize Requirements – Q4/19

FS-MSU-003 : Manage the summaries of the results of the  reviews 

and assessment of the market surveillance activities of the MS 

Finalize Requirements – Q4/19

FS-MSU-004 : Communicate results of the review and 

assessment by the MS of the functioning of its market 

surveillance activities

Finalize Requirements – Q4/19

FS-MSU-011 : Platform for cooperation and collaboration 

between MS and between MS and the Commission

Collect Requirements – not before Q2/20
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State of Play                                   4/4

FS-PUB-MSU-001 : Search and view a summary of the results 

of the reviews and assessments of the market surveillance 

activities of a MS

Finalize Requirements – Q4/19

FS-MSU-009 : Machine to machine (M2M) market surveillance 

data Download

Finalize Requirements – Q2/20

FS-MSU-010 : Machine to machine (M2M) market surveillance 

data Upload

Finalize Requirements – Q2/20
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State of Play – Overview         

MSU Function 

Finalize Requirements by

Specification
FS-MSU-001

Q4/19

FS-MSU-002

August 19

FS-MSU-003

Q4/19

FS-MSU-004

Q4/19

FS-MSU-005

August 19

FS-MSU-006

August 19

FS-MSU-007

August 19

FS-MSU-008

Q2/20

FS-MSU-009 M2M

Q2/20

FS-MSU-010 M2M

Q2/20

FS-MSU-011

Not before Q2/20

FS-PUB-MSU-001 Public

Q4/19
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Implementation Plan update
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Q & A

Thank-you for your 

collaboration !
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