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ORGANS, BLOOD, TISSUES & CELLS IN THE EU
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BLOOD TRANSFUSION ORGAN TRANSPLANTS
25 MILLION / YEAR
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PLASMA FOR MANUFACTURING 1815 IN 2022
MEDICINES LUNG 28 THOUSAND
8,4 MILLION LITRES / (IN 2021) 52 THOUSAND
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Shortcomings/gaps in legal framework
for blood, tissues & cells
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SET SAFETY & QUALITY STANDARDS

1. Technical rules no longer reflect science

REVISION WILL . -
STRENGTHEN EU 2. Inadequate protection of some citizens,

LEGISLATION particularly donors
3. Variable oversight limits cross-border trust,
exchange and access

4. Review of Clinical outcome data and more legal
clarity needed to support innovation

MANAGE ALERT, VIGILANCE 5. Risks for supply disruptions are not addressed
& TRACEABILITY SYSTEMS (Source 2019 Evaluation)
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FUND IMPROVEMENTS
IN NATIONAL SYSTEMS 1400
BLOOD ESTABLISHMENTS
https://health.ec.europa.eu/blood-tissues-cells-and-organs_en 3 49 2
Sources: CoE/ONT, ESHRE, EBMT, Commission Reports on TISSUE ESTABLISHMENTS
Implementation, SEC Coding Platform, Annual Commission
Summaries on Serious Adverse Reaction and Events (SARE), 696
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