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Planned Meetings:
•

18/10/18 – 3rd Vigilance WG

•

25/10/18 – 2nd Market Surveillance WG

•

(21)29/11/18 – 4th Data Exchange WG

•

13/12/18 – Steering Committee

•

29/01/19 – 9th Actor Registration WG

•

07/02/19 – 4th Clinical Investigations WG

•

14/02/19 – 4th Vigilance WG

•

21/02/19 – 6th NB & Certificates WG

•

14/03/19 – 6th UDI & Device WG

•

21/03/19 – 5th Data Exchange WG

•

28/03/19 – 3rd Market Surveillance WG
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Working documents
• Functional Specifications document contains

• Legal requirements

• Functional specifications

• Non-functional specifications

• Process overviews / use cases

• Wireframes / Mock-ups

• Business rules

• Data models

• Implementation plan 
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• Functional Specifications document 

• a new version following last MDCG meeting, 

discussions and feedback received from Member 

States & stakeholders has been sent to MDCG and 

WGs. Any potential impact needs to be evaluated

• A review and prioritisation exercise is needed

• Implementation plan

• Update will be sent after inclusion of the new version 

of the functional specifications
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• It is necessary to identify which features are 

absolutely  mandatory from day 1 to better 

schedule development activities. For instance, 

there are many specifications for data exchange 

and search and view that can be moved  to a 

future release

GROW R3
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• Initial start date for implementation of MIR form: 

05/11. We will start implementation in December 

due to late specifications and delays in the first 

module set.

• Acceptance testing of the 2nd module set 

(including VGL) was planned August 2019. 

Impact to be assessed, depending on scope of 

VGL module.

GROW R3
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VGL - State of Play

Vigilance Private FS – sorted by Priority
1. FS-VGL-004 : Manage serious incidents reports

Form

2. FS-VGL-005 : Manage FSCAs

Form, Deadline Final version TF: 11/18

3. FS-VGL-006 : Manage FSNs

Document, Deadline Final version TF: 11/18

4. FS-VGL-003 : Manage PSRs

Form, Deadline Final version TF: 12/18

5. FS-VGL-001 : Manage PSUR

Document, Deadline Final version TF: 12/18

6. FS-VGL-002 : Manage Trend Reports

Form, Deadline Final version TF: 02/19

GROW R3
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Vigilance FS for restricted site
7. FS-VGL-010 : Search and view post-market surveillance and 

vigilance information ) analysis in parallel with other Functional 

Specifications

Analysis Finalized: 02/19

8. FS-VGL-007 : Manage coordinated assessment procedure

Analysis Finalized: 02/19

9. FS-VGL-011 : Grant CAs of third countries or International 

organisations, appropriate access level to Eudamed

For future release

10. FS-VGL-012 : Analysis of vigilance data assessment

For future release

GROW R3
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In parallel with implementation of other FS –

•

FS-VGL-008 : Machine to Machine (M2M) vigilance and post-

market surveillance information upload

•

Priority: MIR and PSR

•

To do: Define services and priorities

•

FS-VGL-009 : Machine to Machine (M2M) vigilance and post-

market surveillance information download

•

Priority: MIR and PSR

•

To do: Define services and priorities

•

FS-EUD-004 : Notification/Information email system 

•

Done: engine to prepare and send emails

•

To do: management of subscriptions (will be managed in 

the Actor module for all modules) and content of emails 

for the VGL module
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FS for public site - specifications will follow after the specifications 

for the restricted site

•

FS-PUB-VGL-002: Search and view FSNs

•

FS-PUB-VGL-001: Search and view vigilance and post-

market surveillance information

•

For future release if needed (except FSN FS-PUB-

VGL-002)
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Questions?
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