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• REGULATION (EU) 2024/1938 OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL

• Article 73 

• Establishment, management and maintenance of the EU SoHO Platform 

• Article 74 

• General functionalities of the EU SoHO Platform 

Legal basis
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SoHO digital platform: Roadmap
May
2024

2024

SOHO-X development and maintenance

- Landing page + global search
- Registration entities
- Publication of technical 

guidelines
- Preparations
- Clinical studies

- Collaborative space
- SARE Data collection platform

- Interoperability
- Testing phase with CA

Mapping and interoperability analysis

October
2024

2025

March
2025

September
2025

2026

February
2026

Q2
2026

- Production phase
- Follow-up with 

CA and Entities

Release 0.1

Release 0.2

Release 0.4

Release 0.3

- Rapid and supply alerts 

September
2024

Release 1.0

Release 1.1

July
2025

Start of test phase for release.
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EU SoHO platform Public
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity

Appears only if there 
are more than one 
competent authority 
otherwise assigned 
by default!
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as Competent Authority
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EU SoHO platform Logged in as Competent Authority
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EU SoHO platform Logged in as Competent Authority
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EU SoHO platform Logged in as Competent Authority
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EU SoHO platform Logged in as SoHO Entity
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EU SoHO platform Logged in as Competent Authority



Registration: status  and next steps – SoHO platform (1/2)

Test CA Demo CA Demo 
ass.& soc.

Test 
ass.& soc.

7 MS volunteered
and introduced
comments

9 MS participated (IT, 
FR, BE, SE, ES, IE, 
SI, EE, PT)

Participants from 8 
associations and 

societies

Current17/01/202517/10/2024 27/11/2024



Registration: status  and next steps – SoHO platform (2/2)

Release & 
upload TE 

compendium

CA check TE 
(uploaded by COM) 
+ upload BE by CA

Advise to finalise EU 
functionalities
registration module

10/202506/2025 09/2025

WG 
registration/ 
authorisation

TBD

Platform release 
for all entities 

and public

EU SOHO platform 
open for CA, not for 
entities nor the public 

Advise 
by SCB



- Completing a task requested by the SoHO Regulation

- Needed to understand future organisation of SoHO sector in MS, and to organise digital tasks…

- E.g., data transfer on authorized tissue/SoHO establishments from EU Coding compendium to EU SoHO platform

National and other Competent Authorities



SPA module



SPA Module – interconnectivity within
SoHO Platform

Proposal



SPA module - Which level of data is 
expected?







SPA module - how does it looks like?
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SPA Module – SoHO Platform



SPA Module – SoHO Platform



SPA Module – SoHO Platform



SPA – Overall planning of implementation

Present 2026 August 2027

Authorisation of SoHO Activities, 
as part of authorisation of 
blood/tissue establishments 
(information on SPs is not 
(generally) available)

Authorisation of SoHO Activities
and Preparations:

- PPD Template and 
associated procedures (GAPP 
+ GAPP Pro), validated by 
SCB 

- New SPs will require SPA and 
data registration in the SoHO
Platform

- Information to be shared 
among CAs (when applicable 
and as appropriate)

- best practices documented and 
published by the SCB (Art  69(1) 
and 19(4)

Migration of information related to 
existing preparations (SPs)
(SoHO Entities  CAs 
Platform)

Information related to novelty and 
risk 
(based on EDQM Monographs 
and Risk Assessment)

Proposal



SPA - Next Steps

Overview & 
Demo CA

Inputs and 
Comments

Volunteers?

03/2025

Upload SPA and 
Check CA

Advise EU SOHO 
platform functionalities
SPA module

10/202606/2025

SCB

01/2027

Platform release 
for all users

EU SOHO platform 
open for CA, not for 
entities nor the public 

(…)
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Thank you

© European Union 2025

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of 
elements that are not owned by the EU, permission may need to be sought directly from the respective right holders.

https://creativecommons.org/licenses/by/4.0/
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