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https://health.ec.europa.eu/blood-tissues-cells-and-organs/overview/proposal-regulation-substances-human-origin_en

https://health.ec.europa.eu/blood-tissues-cells-and-organs/overview/proposal-regulation-substances-human-origin_en
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European Project

May 2022 – October 2024

Consortium of 25 Organizations
(Beneficiaries + External Experts)

Blood, Tissues and HSC
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Goals
European
Accreditation
Program
as a means to achieve 
mutual recognition 
amongst SoHO
organisations.

Optimize resources 
and improve 
collaboration
Definition of strategies 
to promote self 
sufficiency in the EU.

Enhancing the ability 
of SoHO
organisations to 
respond during crisis
Ensure supply of 
essential SoHO in 
routine and during 
crisis, and define 
technical assistance 
programs
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15 Beneficiaries

10 Member States

• Blood and Tissue Establishments
• Competent Authorities
• Scientific Societies

Tissues

HSC
Blood
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External Experts from 10 Organisations
Tissues

HSC
Blood
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Work Packages

WP1 Management and Coordination of the Project Spain

WP2 Dissemination & Communication Greece
WP3 Evaluation Portugal +  Italy
WP4 Integration and sustainability Spain

WP5 EGALiTE Accreditation Program EU + Spain

WP6 BTC Database Germany
WP7 Contingency plans Netherlands

WP8 Develop of European Assistance Mechanisms Austria
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European Accrediation Program WP5

Harmonisation/ mutual recognition
Establish EGALiTE
• practical procedures, rules and by-laws
• Accreditation guide
• long-term sustainability
Establish a Network
• potential auditees
• potential collaborators
Audit guidance and harmonized report templates and procedures

Face-to-face programmes and E-learning Platform to facilitate future EU Training
• Potential auditor
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BTC Database WP6

Optimize resources and improve collaboration
BTC Database

Activities and Preparation Processes 
Facilities and equipment available
Ability to process for 3rd parties
Sufficiency levels
Accreditation status
Access to donors/donation centers
Etc.

Map of Resources (will allow the visualization of the resources currently available in the different 
Member States)
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Contingency Plans WP7
Enhancing the ability of SoHO organisations to respond 
during crisis

Contingency Plans: action plans which shall be activated in case of the different scenarios of crisis.
• Tools
• Guidance
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Technical Assistance Programme WP8
Implementation and optimization of good practices

Technical Assistance Programme (propose the mechanisms to fund and coordinate the 
participation of EGALiTE accredited experts in the activities requested by Procurement 
Organisations/donation centers, Blood and Tissue Establishments, Hospital Blood Banks, and 
Competent Authorities of any European Member State)
• workshops, congresses
• Study visits
• Expert missions
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EGALiTE status
 EGALiTE’s Accreditation Process (scope, tools, auditors and other  requirements)
 EGALiTE’s Accreditation Guide + Standards (based on EDQM Guides and other 

references)
 Specifications and requirements of the new BTC Database
 Technical Assistance Programme (TAP)
 Tools and guidance for the Contingency Plans
 Sustainability plan for project outcome and take-over by scientific societies (EEBA 

and EATCB)
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THANKS! Any questions?
⬢ dissemination@egalite-europe.eu
⬢ www.egalite-europe.eu/

mailto:dissemination@egalite-europe.eu
https://www.egalite-europe.eu/

