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Scope of ECDC activities in SoHO

Prevention of communicable disease transmission through 
application of SoHO to protect donors, recipients and offspring. 

Main focus on countries in the EU/EEA
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Framework for ECDC action on microbial safety of SoHO

https://www.ecdc.europa.eu/en/publications-data/ecdc-framework-relating-substances-human-origin-soho 
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Coordinate SoHO 
network

Prevention of communicable disease transmission through 
application of substances of human origin

Provide guidance 
on microbial 

safety

Threat detection, 
assessment, and 

response

https://www.ecdc.europa.eu/en/publications-data/ecdc-framework-relating-substances-human-origin-soho


EU regulations relevant for SoHO at ECDC

Regulation (EU) 2022/2370 of the European Parliament and the Council of 23 November 2022 amending 

Regulation (EC) No 851/2004 establishing a European Centre for Disease Prevention and Control
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Article 3

Article 5

Article 8a

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2370
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2370


EU regulations relevant for SoHO at ECDC

Regulation (EU) 2022/2371 of the European Parliament and the Council of 23 November 2022 amending 

Regulation (EC) of 23 November 2022 on serious cross-border threats to health and repealing Decision 

No 1082/2013/EU

5

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2371
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2371
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2371


EU regulations relevant for SoHO at ECDC

Regulation (EU) 2024/1938 of the European Parliament and of the Council of 13 June 2024 on standards 

of quality and safety for substances of human origin intended for human application and repealing 

Directives 2002/98/EC and 2004/23/EC  
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Article 34

Article 59

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202401938
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202401938
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202401938


EU regulations relevant for SoHO at ECDC

Directive 2010/45/EU of the European Parliament and of the Council of 7 July 2010 on standards of quality 

and safety of human organs intended for transplantation
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2370
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R2370


SoHO network
Overview

• Network of Member State services supporting the use of substances of human origin 
(SoHO-Net)

• Four sub-networks with National Focal Points and observers:
• Blood

• Tissues and cells 

• Medically assisted reproduction

• Organs

• SoHO Network Coordination Committee with elected members from the network

• Regular meetings of the SoHO Network Coordination Committee and of the four SoHO 
sub-networks

• Collaborations with other ECDC networks (e.g., EVD-Net) on relevant topics
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SoHO network
Main objectives of the network

▪ Encourage cooperation between Member States

▪ Collaborate with ECDC on monitoring and assessing cross-border threats to 

health relevant to SoHO and providing timely recommendations

▪ Contribute to the development of guidelines on microbial safety of SoHO

▪ Collaborate with other ECDC networks as needed to achieve objectives (e.g., 

EVD-Net)

▪ Contribute to preparedness and response planning activities in the Union
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Placeholder for picture

See the guidelines to check how 
to place a picture in this area

Scope of ECDC activities in 
SoHO

Prevention of communicable disease 
transmission through application of 
SoHO to protect donors, recipients 
and offspring. 

1. Provide guidance on 
microbial safety

2. Threat detection and rapid risk 
assessments
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Provide guidance on microbial safety

• Develop and update technical guidelines as referred to in the SoHO 
Regulation: blood, tissues and cells, medically assisted reproduction

• Develop scientific advice and recommendations on topics relevant 
to the microbial safety of SoHO

• At the request of the SoHO network, the European Commission or on own 
initiative
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Provide guidance on microbial safety
Methodology and timelines

1 https://www.ecdc.europa.eu/en/infectious-disease-topics/related-public-health-topics/substances-human-origin/technical-guidelines 12

Pathogen prioritisation
ECDC, SoHO-Net

Establishment of an ad hoc expert panel
ECDC

Collection and update of supporting evidence
ECDC, Expert panel

Advice on the guideline requirements 
Expert panel

Drafting of the technical guidelines
ECDC

Network review of draft
SoHO-Net

External stakeholder consultation and advisory forum
External stakeholders1, ECDC advisory forum

Publication of final version
ECDC

~3 months
(call for interest, selection, appointment)

~4 months initial draft
~1 month per update

“Batch” of pathogen
Guideline per pathogen

~6 months
3-4 meetings

~3-4 months

~3 months
Including comment resolution

~4 months
Including comment resolution

1 month
(editing, communication)
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https://www.ecdc.europa.eu/en/infectious-disease-topics/related-public-health-topics/substances-human-origin/technical-guidelines
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Provide guidance on microbial safety
Methodology

• Evidence-base

• Structured literature reviews, grey literature

• Systematic reviews for specific questions or 
evidence needs

• Expert advice: adapted Delphi process

• All SoHOs discussed within the panel 

• Repeated pre-meeting surveys covering 
requirements to be discussed

• Reach agreements with proposed requirements

• Guideline draft

• Based on available evidence and expert advice, 
responsibility of ECDC 

• Disease description (natural history, 
organ systems targeted, 
pathogenaemia)

• Epidemiology in the EU/EEA

• Evidence of transmission

• Laboratory test methods

• Pathogen reduction technologies

• Current testing requirements

• International recommendations
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Provide guidance on microbial safety
Batches

1. “Directive pathogens”: 2023 - 2026

• HIV

• HBV and HCV

• T. pallidum

• WNV ➔ HTLV

2. “Arboviruses”: 2026 – 2028

• WNV, DENV, CHIKV, ZIKV, CCHFV

(prioritisation order ongoing)



Provide guidance on microbial safety
Current status

Up to date timelines are published on: https://www.ecdc.europa.eu/en/infectious-disease-topics/related-public-health-topics/substances-human-origin/technical-guidelines 15

HIV
Panel meetings
Sept 23–Feb 24

SoHO-Net 
review 

Jun 24–Aug 24

Stakeholder 
consultation
Feb-Mar 25

AF 
consultation

Jun 25

Editing and 
publishing
Sept 2025

HBV/HCV
Panel meetings
May 24–Sep 24

SoHO-Net 
review

Mar 25–May 25

Stakeholder 
consultation

Jul-Aug 25

AF 
consultation

Oct 25

Editing and 
publishing
Dec 2025 

T. pallidum
Panel meetings

Jan 25–Jun 25

SoHO-Net 
review
Q3 25

Stakeholder 
consultation

Q4 25

AF 
consultation

Q1 26

Editing and 
publishing

Q2 2026 

HTLV
Panel meetings
Sep 25–Feb 26

SoHO-Net 
review
Q2 26

Stakeholder 
consultation

Q3 26

AF 
consultation

Q3 26

Editing and 
publishing

Q4 2026 

https://www.ecdc.europa.eu/en/infectious-disease-topics/related-public-health-topics/substances-human-origin/technical-guidelines


Placeholder for picture

See the guidelines to check how 
to place a picture in this area

Scope of ECDC activities in 
SoHO

Prevention of communicable disease 
transmission through application of 
SoHO to protect donors, recipients 
and offspring. 

1. Provide guidance on microbial 
safety

2. Threat detection and rapid 
risk assessments
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Threat detection and rapid risk assessments  
Monitor threats and outbreaks

Detect, monitor, and report on serious cross-border threats to health 
related to SoHO 

• Daily screening of various information sources

• Reports of cases of infectious diseases and pathogens that may 
threaten microbial safety of SoHO in the EU/EEA in EpiPulse

→ Discussion of identified threats and an initial assessment of 
appropriate ECDC actions.
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Threat detection and rapid risk assessments
The epidemic intelligence process
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Review of large 
number of items

Contextualize information 
for assessment

Rapid sharing of information.
Reporting at Round Table.
Rapid Risk Assessment.

Use official sources to 
validate information 

Selection of 
relevant items



Restricted platforms:
• EpiPulse Events
• EWRS
• WHO Event Information site
• RASFF

Official public sources:
• National public health institute 

websites​
• WHO websites​
• CDC websites​

Threat detection and rapid risk assessments
Threat detection – sources and validation
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TESSy 
(EpiPulse cases)

Web scraping

Event-based surveillanceIndicator-based 
surveillance

Epidemic Intelligence from Open 
Sources (EIOS)

Social media platforms

Other web aggregators as 
backup

Media monitoring 
(including social media)

Global coverage• In EU/EEA:
• ECDC disease specific networks

• Epidemic Intelligence activities 

• Outside EU/EEA:
• Public Health Institutes/Ministries of health where direct links (e.g. existing MoU, personal contacts)

• Other CDCs – e.g. Africa CDC

• World Health Organization (mainly WHO/Europe)



Threat detection and rapid risk assessments 
Outputs
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Rapid Risk 
Assessment

Threat Assessment
Brief

Communicable disease 
threat reports

Restricted and Public versions
Daily and weekly editions

Epidemiological
Updates

Risk assessment outputs

https://www.ecdc.europa.eu/en/publications-and-data/monitoring/weekly-threats-reports
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Threat detection and rapid risk assessments 
What is an ECDC risk assessment?

Relative quantification of the risk to human health of an event (potential threat) in one or more 
EU/EEA countries or for EU/EEA citizens living in affected areas outside of the EU.
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• Support the EU/EEA countries public health authorities and the EC in their preparedness 
and response to the threat by:

• Alerting about the event

• Providing timely information on the estimated risk related to the public health 
threat 

• Addressing uncertainty by using a systematic appraisal of the best scientific 
evidence available

• Determining whether a response is needed 

• Providing [non-binding] recommendations for mitigating the risks

• Inform health professionals and the public at large (e.g., clinicians, media, travellers…)
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Threat detection and rapid risk assessments 
Triggering criteria for ECDC rapid risk assessments

• Outbreak extending to more than one EU/EEA country

• Risk of introduction to and/or propagation within the EU/EEA

• Event for which cross border contact tracing is needed

• Unusual or unexpected event

• Outbreak of unknown origin

• Emerging disease(s) affecting touristic areas

• Contaminated food product(s) with EU dimension

• Event triggering high media attention



1 – 3 weeks

Decision to 
develop an 

RRA

Multidisciplinary 
internal 

response team 

Notification to ECDC 
external stakeholders

- Advisory Forum members

- National Coordinators

- NFP for Preparedness and 
Response; for Threat 
Detection; for specific 
area/disease

- European Commission 

Independent 
external rapid 

review

External distribution under 
embargo:

- Advisory Forum members

- National Coordinators

- NFP for Preparedness and 
Response; for Threat Detection; 
for specific area/disease

- European Commission 

Publication 
ECDC 

Threat detection and rapid risk assessments 
ECDC process for conducting a RRA
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Ensuring traceability and transparency:
- Rapid risk assessments are registered and versioned in the ECDC 

Scientific Advice Repository and Management System.
- Declarations of interest are collected and assessed for all external 

reviewers prior to review and publication.
- Actions taken (or not taken) on external reviewer comments are 

stored.



Threat detection and rapid risk assessments 
SoHO aspects in the ECDC rapid risk assessment

Consideration/non-binding recommendation for public health, competent authorities and SoHO 
professionals

https://www.ecdc.europa.eu/en/publications-data/risks-posed-reported-increased-circulation-human-parvovirus-b19-eueea 24

https://www.ecdc.europa.eu/en/publications-data/risks-posed-reported-increased-circulation-human-parvovirus-b19-eueea
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Threat detection and rapid risk assessments 
ECDC operational tool on rapid risk assessment methodology

Aim

• Support for consistency, reproducibility and transparency 
using a systematic approach

• Provide an analytical framework

• Help to manage time constraints and limited evidence

Ongoing, 2024

• Review and update of methodology. Maintain the basis, with further 
improvement of the existing algorithm.

ECDC’s amended mandate, Article 8a: 

- “Risk assessments…shall include general and targeted (non-binding) 
science-based recommendations and options for response as a basis 
for coordination in the HSC”. 

https://www.ecdc.europa.eu/sites/default/files/documents/operational-tool-rapid-risk-assessment-methodolgy-ecdc-2019.pdf​  

Under revision!

https://www.ecdc.europa.eu/sites/default/files/documents/operational-tool-rapid-risk-assessment-methodolgy-ecdc-2019.pdf​
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Assessing the risk

https://www.ecdc.europa.eu/sites/default/files/documents/operational-tool-rapid-risk-assessment-methodolgy-ecdc-2019.pdf

Under revision!
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Threat detection and rapid risk assessments 
Key steps for the development of a Rapid Risk Assessment 

1. Signal verification and event information systematically collected

2. Decision to initiate an RRA: at the ECDC round table meeting

3. Internal Response Team: formulate the risk question(s)

4. Conduct a rapid but structured literature review

5. Appraise the evidence and acknowledge confidence, unknowns & limitations

6. Estimate and assess the risk using the operational algorithms

7. Integrate uncertainties and limitations

8. Provide recommendations for member state public health authorities

9. Prepare RRA communication material 

10.Re-assess new information and decide on need to update RRA



Conclusion

https://www.ecdc.europa.eu/en/publications-data/ecdc-framework-relating-substances-human-origin-soho 
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Coordinate SoHO 
network

Prevention of communicable disease transmission through 
application of substances of human origin

Provide guidance 
on microbial 

safety

Threat detection, 
assessment, and 

response

https://www.ecdc.europa.eu/en/publications-data/ecdc-framework-relating-substances-human-origin-soho


SoHO at ECDC
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https://www.ecdc.europa.eu/en/substances-human-origin 

https://www.ecdc.europa.eu/en/substances-human-origin


Thank you
soho@ecdc.europa.eu
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mailto:soho@ecdc.europa.eu
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