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Il sottoscritto, in qualità di Relatore, dichiara che

nell’esercizio della Sua funzione e per l’evento in oggetto, NON È in alcun modo
portatore di interessi commerciali propri o di terzi; e che gli eventuali rapporti
avuti negli ultimi due anni con soggetti portatori di interessi commerciali non
sono tali da permettere a tali soggetti di influenzare le mie funzioni al fine di
trarne vantaggio.
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EU Member States – Donors (/1.000 pop) 2023
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No trendPositive 
trend

Questions on donors

1.1% 
(0.5%, 
2.0%)

99%27%27%46%B01: What was the total number of 
donors who donated at least once during 

the year?
3.4% 

(1.6%, 4.7 
%)

100%16%27%57%B02: What was the total number of first-
time donors?

1.5% 
(0.1%, 
3.1%)

93%32%22%46%B02a: The proportion of first-time donors

Source : The collection, supply and use of BLOOD AND BLOOD COMPONENTS in Europe 2020-2023 report EDQM Council of Europe – Strasbourg France, 2025

Quali sono i trend di evoluzione in Europa?
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EU Whole blood donations (/1.000 pop) 2023



Relative 
change per 

year

Likelihoo
d of an  
overall 
trend*

Negative 
trend

No 
trend

Positive 
trend

Questions on donations

2.1% 
(0.8%, 2.9%)

100%27%14%59%C01: What was the total number of whole 
blood units collected?

-2.4% 
(-14.5%, 

1.4%)

77% (-)23%63%14%C02: What was the total number of red 
cell apheresis units collected?

-0.3% 
(-4.0%, 
2.4%)

23% (-)31%46%23%C03: What was the total number of  
plasma apheresis units (or volume in 

litres) collected?
2.1% 

(0.4%, 4.1%)
100%33%14%53%C04: What was the total number of 

platelet apheresis units collected?

-11.4% 
(-32.3%, 

0.0%)

95% (-)23%69%9%C05: What was the total number of 
granulocyte apheresis units collected?

Source : The collection, supply and use of BLOOD AND BLOOD COMPONENTS in Europe 2020-2023 report EDQM Council of Europe – Strasbourg France, 2025
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Likelihood 
of an  
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Negative 
trend

No trendPositive 
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Questions

1.9% 
(0.5%, 
2.8%)

98%30%16%54%D01: What was the total number of red 
cell units prepared and available for 

transfusion?
2.6% 

(2.0%, 
3.4%)

100%16%16%68%D02: What was the total number of 
platelet units prepared and available for 

transfusion?
-0.3% 

(-2.1%, 
0.9%)

24% (-)49%19%32%D03: What was the total number of  
plasma (FFP) units prepared and 

available for transfusion?

Source : The collection, supply and use of BLOOD AND BLOOD COMPONENTS in Europe 2020-2023 report EDQM Council of Europe – Strasbourg France, 2025
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Likelihood of 
an  overall 
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trend

No 
trend
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trend

Questions

1.4% 
(0.4%, 2.4%)

97%24%32%43%E01: What was the total number 
of  red cell units transfused?

2.6% 
(1.3%, 3.4%)

100%22%19%59%E02: What was the total number 
of  platelet units transfused?

-2.3% 
(-3.8%, -1.1%)

96% (-)51%22%27%E03: What was the total number 
of  plasma (FFP) units 

transfused?
1.3% 

(0.0%, 2.7 %)
96%23%37%40%E07: How many litres of plasma 

were collected in your country 
and supplied for fractionation 
into plasma-derived medicinal 

products (PDMP)?
Where information on the number of units transfused was not available, the number of units issued or 
distributed was provided by the MS instead. 

Source : The collection, supply and use of BLOOD AND BLOOD COMPONENTS in Europe 2020-2023 report EDQM Council of Europe – Strasbourg France, 2025









Red cell 
transfusion in 
2023 and trend 
probability on the 
basis of 2020 –
2023 evolution: 
overall  
significant 
positive trend (97 
% probability) in 
the number of red 
cell units 
transfused during 
the reporting 
period of 1.4 %
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Produzione e domanda di trasfusione eritrocitaria 
(x 1.000 pop) 2024 (rolling year)

Trasfusione 2024 / 1.000 pop Produzione 2024 / 1.000 pop

Nel 2024 in molte regioni una raccolta troppo 
eccedentaria rispetto ai fabbisogni si è associata 
a eliminazione di globuli rossi per scadenza.

Domanda di trasfusione eritrocitaria in Italia: 
40,5 U/1.000 pop (con Sardegna)
39,8 U/1.000 pop (senza Sardegna)

40 unità di sangue intero/1.000 ab/anno: 
ancora valido ???

Data Source: elaborazione su dati consultazione plenaria 2025 
https://www.centronazionalesangue.it/consultazione-plenaria-
maggio-2025/

ISDI >/=1
e domanda RBC 
< 40/1000





Plasma units transfused

 There was a statistically significant negative trend (96 % trend
probability) in the number of plasma units transfused during the
reporting period of 2.3% (-3.8%, -1.1%).
 A consistent increase was observed in Norway and Serbia,
and a consistent decrease in five MS: Belgium, Czechia, Malta
(3×), Slovenia and Spain.
 The highest number of plasma units was transfused in Türkiye
(1 306 468) and no units were transfused in Ireland or Finland (in
2020 only, and an average of 102 units only in the other
reporting years).



Summary - Blood components

A positive trend in Europe was found in (the median relative change per year is
given in brackets):

• the number of donors who donated at least once during the year (+1.1%
per year)
• the number of first-time donors (+3.4% per year)
• the number of whole blood units collected (+2.1% per year)
• the number of red cell units prepared and available for transfusion (+1.9%
per year
• the number of red cell units transfused (+1.4% per year)

A statistically significant negative trend was found for the number of plasma
(FFP) units transfused (-2.3% per year).



Più di 90 ML di litri di plasma per frazionamento raccolti nel 2024 (nel 
2023 85 ML, già +19% rispetto al 2022)
67 % Nord America, 12% Europa, 19% Asia & Pacific, resto del mondo 2%

Aumento del plasma da aferesi: 12% 

Aumento del Plasma da separazione da Sangue Intero (SI) 4,4% (si tratta 
di Paesi che in precedenza non lo producevano, non è aumento di 
raccolta di SI)

EU 2024 10 ML di litri

Commerciale, aferesi 47%, Non commerciale aferesi 15%

Commerciale da SI 3%, Non commerciale da SI 35%

La Grecia e la Slovacchia hanno annunciato di voler entrare nel mercato 
della raccolta a pagamento

Plasma per produzione MPD - 2024



A positive
trend in Europe
was found in the
litres of plasma

that were
collected and
supplied for
fractionation

into PDMPs (+
1.3% per year)





Plasma apheresis units/litres collected

 The number of plasma apheresis units collected appears to have 
remained rather stable over the reporting period, with a slight decline 
of 0.3% per year (95% CI: -4.0%, 2.4%). 

 In four countries (Czechia, Germany, Slovakia and Spain (3×)) a 
consistent increase was observed. Germany was also the country 
that collected the highest number of litres of plasma apheresis (2 482 
918 litres in 2023), whereas Italy collected the highest number of 
units (396 826 in 2021). 

 Only North Macedonia and Romania showed a consistent decline in 
the number of plasma apheresis units collected.



Livelli di autosufficienza in plasma per Ig con 
(giallo) e senza (grigio) plasma commerciale



∆%202
4 vs 
2023= 
+3%

∆%202
4 vs 
2015= 
+16%

Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries, January 2025

COVID 19

18 Kg plasma/1000 abitanti/anno                             mancano c.a 230.000 Kg

90 % domanda Ig                                                          mancano c.a 423.000 Kg

90 % domanda albumina                                            mancano c.a 419.000 Kg
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Plasma per frazionamento: Regioni, Accordi, 
Categoria 2024 (kg/1.000 pop)

Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries, January 2025
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Domanda Medicinali Plasmaderivati (MPD)
Nel 2023 domanda di Immunoglobulina circa 300 tonnellate, di cui quasi la 
metà in Nord America, un quarto in Europa             in Europa manca circa la metà 
del plasma necessario.

Si prevede fino al 2030 un incremento di domanda medio del 6% annuo (da 
4,5 a 8%, dipende da regione); guidano la domanda le malattie neurologiche, le 
immunodeficienze primitive e le emergenti secondarie (per nuove terapie 
oncologiche e virosi emergenti (long COVID eZika). Infine stanno sempre più 
crescendo i mercati emergenti.

Poichè l’incremento di domanda di Ig supporta il costo della raccolta, anche il 
costo del prodotto è destinato ad aumentare.

Anche la domanda di albumina è destinata a crescere: Albumina: Nord America, 
Europa  e America Latina CAGR 3-4%, Asia & Pacific 6-7% per lo più Cina, 
Medio Oriente e Africa 6-7% 



European average immunoglobulin consumption by 
country (2020) g/103population



Key Insights on immunoglobulins

 The IgG segment dominated the revenue share in 2024 due to its essential 
role in providing  immune protection for a wide range of immunodeficiency 
disorders, both primary and secondary.

 The secondary immunodeficiency segment is projected for substantial growth 
during the forecast period, driven by an aging population, increased chronic 
diseases, and rising use of immunosuppressive treatments.

 The hospitals segment led the market in 2024 owing to their advanced 
facilities, specialist expertise, and ability to handle complex treatment initiation 
and management; however, hospitals play a critical role in ensuring safe 
administration and guiding patients transitioning to home-based SCIG therapy. 

 The Europe subcutaneous immunoglobulin (SCIG) market size is expected to 
grow at a CAGR of 9.0% from 2025 to 2034. Key factors driving demand 
include growing prevalence of primary immunodeficiency disorders (PID), 
favorable reimbursement policies and healthcare infrastructure, aging 
population and the rising chronic disease burden, and innovation in SCIG 
formulations and drug delivery technologies.



https://www.polarismarketresearch.com/industry-analysis/europe-subcutaneous-immunoglobulin-market
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More of half 
market share 
is on 
Hospital & 
Clinics 
Setting



Domanda nazionale di albumina 
Trend 2010 – 2026
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Data sources: - Adapted by the CNS on data from the Traceability information flow-Italian Ministry of Health and Demo.ISTAT- Italian Institute of Statistics
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Albumina - Domanda totale: 2024

1.014
% Autosufficienza* 

Italia, 2024

Stima della spesa sostenuta dal Servizio Sanitario Nazionale per 
l’acquisto sul mercato di Albumina € 21.388.850

564 *Su Domanda SSN

314

Data sources: - Adapted by the CNS on data from the Traceability information flow-Italian Ministry of Health and Demo.ISTAT- Italian Institute of Statistics



China’s National Medical 
Products Administration 
(NMPA) has approved the 
world’s first plant-based 
human albumin

https://flcube.com/?p=37663

On July 18, 2025, the NMPA officially sanctioned Wuhan Healthgen Biotech’s 
recombinant human albumin injection (rice, Oryza Sativa Recombinant Human 
Serum Albumin -OSrHSA-), as announced in an official statement. The product is 
specifically indicated for the treatment of hypoalbuminemia (≤30 g/L) associated 
with liver cirrhosis.

This approval represents the first global endorsement of a plant-based expression 
system for a large-molecule protein drug. The technology employs rice seeds as 
the expression platform, utilizing genetic engineering to prompt the rice to produce 
a recombinant protein. This protein closely mirrors the structure and function of 
natural human albumin.



Thank you 
very 

much for 
your 

attention


