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 Avaliability of :

 Whole Blood

 Blood Components

 Plasma-derived medicinal products 

from

 Responsable, non remunarated periodic donors

to garantee

 Sufficient products for clinical use

 Maximum quality for optimum  efficacy and therapeutic use

 Available for everyone

Aim of Italian Blood System



ITALIAN BLOOD SYSTEM

ITALIAN POPULATION (01/01/2020)  60.224.639

BLOOD ESTABLISHMENTS 277

BLOOD ESTABLISHMENT PERIPHERAL 

ORGANIZATIONAL SITES

849

BLOOD COLLECTION SITES* 189

BLOOD COLLECTION SITES PERIPHERAL 

ORGANIZATIONAL SITES*

1280

*In Italy, all Blood Collection Sites and Peripheral organization Sites are run by Voluntary Blood Donor Associations and Federations. Updated CNS data 2020   



BLOOD COMPONENT PRODUCTION (2020)

Updated CNS data 2020   

RED BLOOD CELLS 2 406 222

PLATLETS FROM SINGLE DONOR 16 006

PLATLETS POOL 206 334

PLATLETS BY APHERISIS 66 300

PLASMA

RECOVERED PLASMA 2 403 200

SOURCE PLASMA 392 033

PLASMA FROM MULTICOMPONENTS 60 594

TOTAL PLASMA PRODUCTION 2 855 827

TOTAL 5 550 689



THE ROAD TO QUALITY
EU Directive 2005/62/EC and Annex, defined 

standards and specifications necessary for all  

blood establishments to comply
State – Region Agreement 2010 defined the 

Minimal  Structural, Technological and 

Organizational Requirements for Blood 

Establisments.

State – Region Agreement 2012 defined the Guidelines for 

Accreditation of all Blood establishments

Ministerial Decree 2015 – defined the Requirements for 

quality and safety of blood and blood components

Legislative Decree 2018 – implemented the Directive (EU) 

2016/2014 requiring that blood establishments comply with 

GPGs



In Italy, plasma toll fractionation is an arrangement in which a licensed
pharmaceutical company processes human plasma collected by Italian public
transfusion services into medicinal products for the use of the Country;

This is the only possible way in Italy to fractionate plasma collected and tested
from voluntary non remunerated donors by blood establishments, which are
not allowed to sell plasma to fractionators; into medicinal products.
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Until 2015 in Italy only one pharmaceutical company was allowed to sign contracts with Italian
Regions:

This meant the lack of competition and was a limit for the vitality of toll manufacturing, due to
the lack of possibility to access to other technologies and products from different companies,

The exchange of products among Regions was restricted to few surplus products and there was
no price competition for the service

At the end of 2014, a Ministerial Decree gave way to identify new companies as competitive
fractionators, and this led to having today the following companies been able of fractionating
plasma in Italy:

CSL Behring Kedrion Octapharma

Takeda Grifols
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ADVANTAGES FOR THE SYSTEM

 Agreements are intended to achieve a critical mass of plasma to be fractionated estimated
between 150.000 and 250.000 kg of plasma per year, in order to guarantee a continuous production
and distribution of PDMPs

 More and better tecnologies for fractionation available

 Increase in yield of some proteins (in particular Ig)

 Increase portfolio of products coming from national plasma

 Tenders should permit each partnership of Regions to lower the cost of the service

 Fractionating larger volumes (around 200.000 kg/year) restrict the number of companies with
sufficient capacity and require contingency plans to reduce risks of product shortage in case of
problems at the fractionation plant

 Improve quality requirements



NAIP CSL Behring 190 000

RIPP Kedrion - Grifols 230 000

Italian Regional Consortia: Actual Status

Consortia Company ±Volume plasma 

Kg

NAIP CSL Behring 190 000

16,5 Kg/1000 pop

15 Kg/1000 pop

15 Kg/1000 pop

16,5Kg/1000 pop

LPS

28%

Pla.Net

22%

NAIP

23%

RIPP

27%

Pla.Net Takeda 187 500

LPS Kedrion 238 000

CNS DATA 2021



MDP LPS NAIP RIPP PlaNet
IV Immunoglobulins * * * *
Albumin * * * *
Plasmaderived Factor  VIII * * * *
SC Immunoglobulins * * * *
Antithrombin * *
Prothrombin Complex (3 factors) * * *
Prothrombin Complex (4 factors) *
Plasmaderived Factor IX * * *
Plasmaderived Factor VIII/vWF * * *
Fibrinogen *
Alfa 1 antithrypsin *
C1 esterase inhibitor

Fibrin glue *
Protein C *

PLASMA DERIVED MEDICINAL PRODUCTS



TREND IN Kg PLASMA FOR TOLL FRACTIONATION ITALY 2000-2021

CNS DATA 2021

2020 2021

861.707

844.707



NATIONAL TARGET



ALBUMIN ANTITHROMBIN

IV IMMUNOGLOBULIN
FACTOR VIII 

FACTOR IX

PCCs3

S/D-TREATED PLASMA

76%70 %

73%
55%71%

83%

96%66%

Candura F, et al. Analysis of the demand of the plasma-derived medicinal products in Italy 2017. Rome, National Institute of Health

*

*

*100% of total demand for contract-manufactured products

PDMPs self-sufficiency in Italy in 2017



Candura F, et al. Analysis of the demand of the plasma-derived medicinal products in Italy 2020. Rome, National Institute of Health.

PDMPs self-sufficiency in Italy in 2020

ALBUMIN ANTITHROMBIN

83%76 %

78%
98%

78%

97%

IV IMMUNOGLOBULIN FACTOR VIII 

FACTOR IX

PCCs3

S/D-TREATED PLASMA

8%
FVIII/vWF

FIBRINOGEN

*

*

50

%50% 53

%
50

%

50%50

%

62%

53%

(81%)

*100% of total demand for contract-manufactured products

°on the total demand for contract-manufactured products

°



INITIATIVES FOR ACHIEVING SELF SUFFICIENCY

Cooperation between National Blood Centrs (CNS), Coordinators for 
the Agreements and Donor Associations at planning of PDMPs

production, promoting the use of PDMPs from contract
manufacturing and interegional compensation

Workgroups CNS, AIFA, Regional Coordinators, 
Donor Associations, Patient Organisations, 

Scientific Societies on defining new 
methodologies in annual planning for national

self suffciency

Share strategies between all stakeholders (CNS, AIFA, 
Regional Coordinators, Donor Associations, Patient

Organisations on appropriate use of PDMPs and 
mangement of possible shortages

Self

sufficiency






