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Planned Meetings:
•

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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Achievements 

•

Data modelling - XSDs + description of the models:

•

Actors

•

Actor registration

•

UDID

•

CRF (partially)

•

Service definitions:

•

Actors

•

Actor registration

•

UDID registration & updates 

•

Architecture overview

•

Basic implementation for Actors downloads
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•

Working Documents sent for review

•

Service / entity model 

•

Service / entity models introduction XSD

•

Service entity models (zip file)

•

Service definition

•

Message Exchange Patterns 

•

High level systems integration / security 

architecture 
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Working documents from other WGs
• 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 (3) has been sent to MDCG and WGs 

end of October. 

• A review and prioritisation exercise is ongoing.
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Focus is on the 1st module set
•

Actors 

•

UDID

•

Certificates & NBs

Legend for the following slides:

Priority in High Functional Specs – Status of analysis – Analysis Finalized

Priority in Development – Implementation can be tested

GROW R3
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DTX - State of Play

DTX FS – sorted by Priority
Actors
1. FS-ACT-004 : Machine to machine (M2M) Actors data 

Download – for CA only

High – Analysis done – to do: collect reviews – close by 01/19

High – Testing by 03/19 

2. FS-ACT-008.01 / FS-ACT-008.02 : Enable a CA to download in 

a file submitted actor registration requests this CA has to validate 

/ Enable a CA to upload from a file validation outcomes for 

submitted actor registration requests this CA has to validate

High – Requirements collected XSD defined – to do: design of 

frontend – close by 01/19

High – Testing by 04/19

GROW R3
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UDID
3. FS-UDID-008.03: Enable downloading (M2M) the registered 

(Basic) UDI-DI data and Device data or to extract in an 

electronic format a search result list - (SSCP included)

High – Analysis done – to do: collect reviews – close by 01/19

High – limited to CA - Testing by 05/19 

4. FS-UDID-008.01: Enable manufacturers to submit through 

upload (M2M or XML file) the required information (new and 

update) on Basic UDI-DI, UDI-DI and device data  (with bulk 

upload providing multiple records possibility).

High – Analysis done – to do: collect reviews – close by 01/19

High – Testing by 06/19 

GROW R3
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5. FS-UDID-008.02: Enable System/Procedure pack Producer to 

submit through upload (M2M or XML file) the required 

information on (new and update) on Basic UDI-DI and UDI-DI 

High – Analysis done – to do: collect reviews – close by 01/19

High – Testing by 06/19 

GROW R3
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Certificates & NB 
6. FS-CRF-019.01: Import using a M2M web service certificates 

NB own information from their database to Eudamed for 

submission of issued, updates, renewal and refused 

certificates  (upload from NB to Eudamed)

High – Analysis done – to do: collect reviews – close by 02/19

High – Testing by 06/19 

7. FS-CRF-020.02: Export using a M2M web service information 

submitted for a conformity assessment or a certificate by NB 

together with related information in Eudamed to the national 

MS database of that CA

- only CA/DA

High – Analysis done – to do: collect reviews – close by 02/19

High – Testing by 06/19 

GROW R3
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2nd module set (VGL, CIPS, MSU)

Priority will be given to 
•

VGL - serious incident reporting (MIR, light MIR, FSN, FSCA)

•

CIPS & MSU DTX have lower priority 

Moving Forward
• Review priorities for DTX on the second module set (VGL, CIPS, 

MSU) 
• Draft detailed requirements for VGL module DTX by next WG 

(03/19)

GROW R3
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•

Review priorities for DTX on the second module set (VGL, CIPS, 

MSU) 

•

Draft detailed requirements for VGL module DTX by next WG 

(03/19)



[bookmark: 14][image: ]

Slide 14

Questions?
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