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The Italian Blood System
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Healthcare governance in Italy
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Lombardy
10 mln pop

Molise
300 K pop

Latium
5.8 mln pop

Umbria
800 K pop

Emilia-Romagna
5 mln pop

Federalist framework since 2001

Healthcare (HC) delivering is by law delegated to the 21 Regions
6 Autonomous Regions and Provinces with additional autonomy/privileges
(Aosta Valley, Friuli Venezia Giulia, AP Trento, AP Bolzano, Sicily, Sardinia)

Ministry of Health
Responsible for:
general healthcare legislation
transposing EU provisions
defining “basic healthcare levels” (BHCL)
control of BHCL application in the regions
control of regional budget balance  
general public health regulation
Any law / regulation must be preliminarily formally “shared” with regions (State-Regions agreements)
Ministry o f Economy strongly conditions the HC national budget (108-110 billion €)



The Italian Blood System - Law October 21, 2005 
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Regional Blood Centres:
In each of the 21 regions, a Regional
Blood Centre is established by law.
The regional Blood Centres coordinate
the related local networks of Blood
Establishments and Blood Collection
Units, complying with national
regulation and self-sufficiency, quality
and safety plans

Blood Donors Associations: there 
are four main blood donors 
organisations (AVIS, FIDAS, FRATRES, 
CRI) that are highly involved in the 
blood donor management. By law, 
they can run Blood Collection Units 
upon the release of specific regional 
authorization and accreditation, 
under the technical control of both 
Blood Establishments and Regional 
Blood Centers.

Blood Establishments: in addition
to performing blood and blood
component collection, processing,
testing, storage and distribution,
most Blood Establishments also
work as hospital blood banks

Blood 
Establishments

Regional 
Blood 

Centres

Blood Donors 
Associations



Stakeholders and Strategic Objectives
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• Voluntary, anonymous, non-remunerated blood donation is recognized as an 
essential activity for the National Health Service.

• The management of the transfusion process is unitary and “indivisible” and is 
subject to specific authorisation/accreditation that complies with European 
regulations.

• The management of the Italian Blood System is implemented through an 
exclusively public governance scheme: BEs are exclusively public and hospital-
based.

• Human blood is not a source of profit. The costs incurred for the production and 
distribution of blood and blood products, including hematopoietic stem cells, are 
not chargeable in any form to the recipient.

The Italian Blood System - Founding principles



Art. 26

Ministerial 
Decree 

December 2, 2016

Plasma and PDMPs 
National Plan 
2017 - 2021
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Founding
Principles

Art. 1
National Self-

sufficiency

Art. 2
VNRB donation

PDMPs production is part 
of Transfusion medicine 

activities

Art. 5
Transfusion medicine 

activities (including the 
PDMPs production) are 

BHCLs

Art. 15
(PDMPs 

production)

4 Ministerial
Decrees

April 12, 2012

December 5, 
2022

December 19, 
2022

Ministerial
Decree

December 5, 
2014

Art. 16
(import-export)

State-Regions
Agreement

February 7, 2013

Ministerial
Decree

December 2, 
2016

Law no. 219 October 21, 2005

Instruments

State-Regions
Agreements

October 20, 2015
June 17, 2021

State-Regions
Agreement

March 14, 2016

July 8, 2021

Lgs.D
261/2007

The Italian Blood System and PDMPs



“[…] to provide patients, in a systematic and sustainable way, with the prompt and
continuous availability of a defined set of PDMPs with the highest level of quality
and safety and in compliance with the existing regulatory framework, which meets
appropriate clinical needs through the national collection of plasma based on
voluntary and not remunerated donations with the contribution of PDMPs shares
acquired on the market.”
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Source: Official Journal of Italian Republic no. 9, January 12th 2017. Ministerial Decree December, 2nd 2016 «The Plasma and Plasma-Derived Medicinal Products National Plan 2016 – 2020»

National self-sufficiency of PDMPs



In the recent years the capability “[…] to provide patients, in a systematic and
sustainable way, with the prompt and continuous availability of a defined set of
PDMPs […]” has been significantly constrained by the demand/supply dynamics of
the PDMPs global market. Thus,
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Source: Official Journal of Italian Republic no. 154. July, 4th 2022. Ministerial Decree May, 26th 2022 «The annual National self-sufficiency programme, 2022»

National self-sufficiency of PDMPs 2.0

the capability of National Health Systems to make the procurement/supply of 
PDMPs autonomous from the dynamics of the global market

Strategic independence
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Every year, the Minister of Health, on the basis of the 
indications provided by the National Blood Center in 
accordance with Regions, annually defines the 
national self-sufficiency program, which identifies:

• the historical consumption, 

• the real needs, 

• the production levels required, 

• the resources, 

• the criteria for financing the system, 

• the tariffs references for the compensation 
between the regions, 

• the levels of import and export that may be 
needed.

Self-sufficiency of blood and blood 
products, including PDMPs is a national 
supra-regional strategic goal, i.e. 
independent of the regionalised
organisation of health-care delivery.

Since 2008, several annual National 
self-sufficiency programmes have
been published and became Law  

The annual National self-sufficiency programme
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Regional Blood 
Centres

Blood 
Establishments

Collection Units

Collection Units
(blood donor
associations)

Collection points

21
276

1,091

188 1,285

Data sources: BEs Information System (Sistema informativo dei Servizi TRAsfusionali) – Last access 12/04/2024

Organisation of the collection in Italy



Toll fractionation System-Interregional
Agreements

THE SUPPLY OF PLASMA-DERIVED MEDICINAL PRODUCTS IN THE FUTURE OF EUROPE – Rome, 23-24 APRIL 2024
14

+

Four interregional Agreements: 

• NAIP 
(New Interregional Agreement for Plasma-Derived Medicinal Products)

• Accordo LPS 
(Lombardy, Piedmont, Sardinia Agreement)

• RIPP
(Plasma/Plasma-Derived Interregional Group)

• Pla.Net
(Plasma Network)
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Toll fractionation System-Interregional
Agreements

+



Plasma for fractionation in Italy - Year 2023
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Plasma for fractionation, 2000 - 2023
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Data sources: - Adapted by the Italian National Blood Centre on data from Fractionation industries. January 2024



Plasma for fractionation, 2000 - 2023
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AAGR 2020 - 2023

+2.9%

Growth 2004 - 2013

+254,220 kg

% growth

+48%

AAGR 2004 - 2013

+4.2%

Growth 2014 - 2023

+102,251 kg

% growth

+13%

AAGR 2004 - 2013

+1.1%
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ACCORDO
254,480

RIPP
240,824

NAIP
201,277

PLA.NET
183,612

21%
29%

27%
23%

11,0 kg/1,000 pop

17.6 kg/1,000 pop

16.0 kg/1,000 pop

16.1 kg/1,000 pop

ITALY
880,193 kg
14.9 kg /1,000 pop

Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries. January 2024

Plasma for fractionation 2023



Plasma for fractionation 2023 by category
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Recovered plasma Apheresis plasma

194,486 kg
262,732 kg

583,457 kg 617,462 kg

25 29,8

+68,246 kg; 
GR +35.1%
AAGR 3.5%

+34,005 kg; 
GR +5.8%

AAGR 0.7%

Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries. January 2024
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Plasma for fractionation by Regions and AAPP, 
Agreements, Category - 2023 (kg / 1,000 pop)

Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries. January 2024
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The global context and the 
effects of the pandemic
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Source: CURRENT MARKET LANDSCAPE FOR PLASMA AND IMMUNOGLOBULINS Matthew Hotchko -Marketing Research Bureau IPFA EBA Symposium March 14, 2022

European IG use vs Plasma collection



The Sars Cov-2 pandemic in Italy
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Data sources: Adapted by the Italian National Blood Centre on data from Weekly Covid-19 Bulletins, Italian Ministry of Health; Demo.ISTAT, Italian Institute of Statistics.



The Sars Cov-2 pandemic in Italy
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Reg 1

Reg 2

Italy

1st wave 2nd wave

3rd wave

Post 2nd wave Post 3rd wave

1.6 1.8 0.5 0.1 0.1 0.3 0.6 6.4 12.7 6.6 7.7 6.1 9.6 8.1 2.6 0.7 1.8 2.8 2.4 1.5 4.0 21.6 64.2 27.1 33.8 26.6 14.3 23.0 35.5 12.3 12.1 17.0 13.4 14.0 4.1 2.0 1.8 1.5 1.0 0.6 0.3 0.9 1.7 3.0 2.7 4.3 

Data sources: Adapted by the Italian National Blood Centre on data from Weekly Covid-19 Bulletins, Italian Ministry of Health; Demo.ISTAT, Italian Institute of Statistics.
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Mar 2020 3.6   1.7   1.3   4.2   3.1     2.5   1.1   1.8   2.9     0.9   0.7   2.4   0.5   0.3   1.0   0.2   0.4   0.4   0.1   0.2   0.2   

Apr 2020 5.6   4.3   3.7   3.2   5.4     2.1   1.0   1.8   2.6     1.4   0.7   1.7   0.6   0.5   1.2   0.5   0.5   0.6   0.3   0.4   0.4   

May 2020 0.4   1.1   0.8   1.2   1.2     0.2   0.3   0.3   0.6     0.4   0.2   0.3   0.2   0.0   0.2   0.1   0.4   0.1   0.1   0.0   0.1   

Jun 2020 0.0   0.1   0.1   0.4   0.1     0.1   0.0   0.0   0.1     0.0   0.0   0.0   0.1   0.0   0.0   0.0   0.0   0.0   0.0   0.0   0.0   

Jul 2020 0.1   0.1   0.2   0.2   0.2     0.2   0.3   0.2   0.3     0.1   0.0   0.1   0.1   0.0   0.1   0.1   0.1   0.0   0.1   0.0   0.0   

Aug 2020 0.2   0.3   0.4   0.4   0.2     0.3   0.3   0.6   0.4     0.4   0.3   0.2   0.3   0.3   0.3   0.2   0.2   0.2   0.1   0.0   0.2   

Sep 2020 0.4   0.5   1.3   0.6   1.5     1.0   0.6   0.8   0.6     0.7   0.6   0.4   0.6   0.7   0.4   0.7   0.4   0.5   0.4   0.2   0.4   

Oct 2020 12.9 9.1   10.6 10.6 6.1     10.0 4.4   7.1   5.0     3.9   8.7   4.4   5.2   2.3   4.9   7.9   4.4   3.4   2.7   1.2   2.9   

Nov 2020 22.3 19.9 13.2 18.7 11.0   25.2 12.6 16.6 11.7   10.4 13.3 7.6   10.1 2.7   11.9 13.1 9.5   8.4   9.8   4.6   5.9   

Dec 2020 5.4   6.3   4.8   5.8   8.7     8.8   7.9   19.3 8.5     3.7   4.8   5.6   6.0   2.9   4.7   4.1   5.5   7.0   3.8   2.6   3.8   

Jan 2021 4.6   6.4   6.6   6.2   8.2     21.2 11.7 13.0 10.8   4.1   9.1   9.2   7.4   4.0   6.6   5.8   6.9   9.1   4.9   4.6   8.4   

Feb 2021 2.0   5.5   5.5   6.7   12.1   24.1 6.5   4.5   9.7     6.1   9.8   7.7   4.9   1.5   9.0   7.2   7.9   6.0   4.5   2.5   2.9   

Mar 2021 8.6   12.9 6.8   12.3 12.4   7.3   12.0 9.3   14.7   9.3   6.6   11.5 7.8   1.9   7.7   9.6   5.2   10.2 6.3   4.1   4.0   

Apr 2021 14.8 9.5   7.4   7.9   6.0     4.3   6.4   6.8   8.0     9.4   4.7   6.8   7.5   4.9   5.3   10.6 3.6   11.1 9.2   6.6   7.6   

May 2021 4.4   3.0   1.7   2.6   2.4     2.3   1.1   1.9   2.4     3.2   2.0   2.8   2.7   0.9   1.8   3.9   0.9   2.9   3.7   2.7   2.8   

Jun 2021 0.7   0.6   0.3   0.6   0.6     0.7   0.4   0.4   0.6     0.7   0.5   0.6   0.6   0.3   0.6   0.8   0.4   0.6   1.1   1.0   1.1   

Jul 2021 0.7   0.7   1.4   2.3   1.3     1.0   0.9   2.5   2.0     2.4   1.9   1.3   2.2   2.9   1.2   1.3   0.8   0.7   0.9   1.0   2.7   

Aug 2021 1.9   1.4   2.7   1.5   1.9     2.1   1.8   3.2   3.5     4.7   3.7   3.0   2.3   4.4   2.1   2.3   1.1   1.6   2.6   2.8   6.8   

Sep 2021 1.2   1.7   2.1   1.6   1.9     3.4   2.4   3.1   2.9     3.2   2.7   2.3   2.1   1.9   1.8   2.0   0.9   1.3   2.6   3.0   4.9   

Oct 2021 1.2   1.3   1.3   1.0   1.7     3.3   2.5   1.9   1.7     1.8   1.6   1.4   1.8   0.5   1.3   1.8   0.5   0.9   0.9   1.6   1.9   

Nov 2021 6.4   3.0   4.6   3.6   4.7     12.9 10.0 7.2   5.0     3.1   2.6   4.6   4.9   1.5   3.5   3.9   1.9   1.5   1.4   2.1   3.1   

Dec 2021 30.8 25.9 20.8 35.6 25.1   11.3 19.2 32.5 24.3   10.6 31.8 15.5 18.5 6.2   21.2 21.3 7.9   10.1 12.3 6.3   11.3 

Jan 2022 97.9 81.9 86.4 83.6 105.9 3.3   19.2 95.2 101.3 36.5 72.0 67.5 60.5 13.1 78.1 70.7 36.7 48.4 29.9 10.3 16.1 

Feb 2022 18.5 23.2 29.6 19.8 29.7   14.3 20.7 35.0 28.1   31.8 35.5 37.0 33.1 22.2 36.6 28.6 29.5 32.0 36.2 13.2 20.8 

Mar 2022 14.9 17.9 28.3 23.2 21.9   30.4 23.7 37.2 25.3   38.7 66.8 43.7 43.5 38.1 45.9 38.2 37.7 51.7 49.7 34.5 30.0 

Apr 2022 18.3 19.1 23.7 20.8 19.8   18.1 20.5 33.0 26.4   25.5 35.7 30.1 32.0 28.0 42.6 32.9 33.7 33.6 35.4 27.0 16.0 

May 2022 11.5 10.4 13.8 11.7 11.1   9.5   11.7 15.8 15.0   13.3 19.3 16.8 16.0 18.3 22.6 17.2 18.2 15.4 17.5 14.9 10.5 

Jun 2022 12.8 13.7 21.1 20.0 16.6   20.2 20.2 27.0 24.5   19.1 28.8 21.3 32.5 28.8 26.5 26.4 19.9 24.4 20.7 14.5 22.0 

Jul 2022 31.0 23.5 36.1 28.6 33.1   33.9 29.5 44.3 36.9   34.3 47.1 43.5 38.0 35.9 50.8 44.9 33.9 43.7 42.0 32.8 23.8 

Aug 2022 12.6 8.2   15.2 9.2   16.1   13.9 16.1 18.3 12.2   10.8 15.6 16.9 10.7 12.2 21.4 11.9 15.9 13.0 14.2 19.5 9.5   

Sep 2022 10.4 12.0 12.6 12.1 22.1   20.3 17.2 19.3 12.3   11.7 17.3 14.5 11.5 8.0   18.5 10.3 11.9 7.9   12.5 12.6 5.2   

Oct 2022 22.6 22.1 17.6 19.6 26.9   30.1 24.4 27.5 19.6   18.5 24.8 18.4 16.1 11.2 19.6 10.2 10.5 9.4   9.2   11.0 6.6   

Nov 2022 9.9   12.2 14.6 15.5 11.1   9.3   16.1 23.5 16.6   13.3 15.2 14.0 14.3 9.7   16.0 9.0   8.4   8.4   6.9   7.9   7.5   

Dec 2022 9.3   11.5 17.6 13.0 9.7     6.1   17.1 23.0 16.5   12.6 16.8 18.8 14.2 10.1 20.7 11.9 12.8 12.2 10.2 11.3 9.6   

Jan 2023 1.7   2.1   2.8   3.0   3.3     3.6   4.5   5.6   3.5     3.3   6.6   4.0   5.3   3.9   6.3   4.0   4.9   5.3   4.9   5.1   5.1   

Feb 2023 1.0   1.1   1.5   1.8   1.9     2.8   2.0   3.1   2.0     1.8   3.1   1.4   3.8   1.9   2.2   1.5   0.8   1.4   1.0   1.5   1.3   

Mar 2023 1.3   1.4   1.5   2.1   2.4     2.4   2.1   3.4   1.8     1.7   2.8   1.1   2.9   1.3   2.1   1.6   0.8   1.2   1.0   1.2   0.3   

Apr 2023 1.4   1.4   1.5   1.6   1.5     1.3   1.8   2.4   1.5     1.4   2.4   1.0   1.9   1.1   2.6   1.6   1.3   1.4   1.0   1.4   0.4   

May 2023 0.7   0.8   1.2   0.9   0.8     0.7   1.3   1.5   0.9     1.1   2.0   0.9   1.5   0.9   2.4   1.1   1.1   0.9   0.6   1.2   0.3   

Jun 2023 0.3   0.4   0.7   0.4   0.3     0.2   0.6   0.6   0.4     0.6   0.8   0.4   1.0   1.2   1.1   0.5   0.4   0.4   0.4   0.6   0.4   

Jul 2023 0.2   0.2   0.3   0.2   0.1     0.1   0.3   0.3   0.2     0.3   0.3   0.2   0.4   0.4   0.3   0.2   0.1   0.2   0.1   0.1   0.2   

Aug 2023 0.6   0.6   1.2   0.8   0.6     0.5   0.8   1.4   0.9     0.8   1.0   0.8   1.3   1.6   1.2   0.9   0.6   0.8   0.2   0.6   0.4   

Sep 2023 1.5   1.6   1.5   2.1   1.1     0.9   1.6   2.6   1.4     1.5   1.9   1.1   2.3   1.6   1.7   2.3   0.7   1.1   0.6   0.8   0.3   

Oct 2023 4.7   4.0   2.9   4.1   3.1     2.4   2.8   4.8   2.8     2.9   3.9   2.1   3.5   1.3   3.1   2.8   1.5   2.0   0.5   1.2   0.1   

Nov 2023 2.1   3.1   2.5   4.2   10.1   2.7   2.8   5.8   2.7     2.0   2.3   2.3   2.6   0.3   3.9   1.3   1.1   1.7   0.4   0.7   0.1   

Dec 2023 2.7   4.2   4.8   4.7   3.3     1.8   4.6   6.0   3.3     3.9   5.8   4.4   7.0   0.7   9.3   4.7   4.2   4.6   1.1   2.7   0.2   

Ti
m

e
lin

e

North - South gradient

2nd wave

1st wave

3rd wave

Post 3rd wave

Data sources: Adapted by the Italian National Blood Centre on data from Weekly Covid-19 Bulletins, Italian Ministry of Health; Demo.ISTAT, Italian Institute of Statistics.
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Dec 31, 2019
Chinese 
Authorities 
announce a 
pneumonia 
outbreak of 
unknown origin 
in Wuhan

Jan 30, 2020
WHO 
declares a 
global public 
health 
emergency

3^

Feb 20
First case of 
coronavirus 
in Italy

March 9
Italy enters
into nation-
wide 
lockdown

Nov 3
New 
lockdown 
based on 
level of risk 
for each 
Region

Dec 21
The trade of 
the first anti-
Covid 
vaccine, 
developed 
by Pfizer and 
BioNTech, is 
authorized in 
the EU

Dece 2021
The Omicron 
2 variant 
begins to 
circulate

Jan 8, 2022
The govmnt
introduces 
mandatory 
vaccination for 
over 50 y old

Oct 4
EMA gives 
the green 
light to the 
third dose of 
vaccine

August 6
The green 
pass 
becomes 
mandatory

Jan 13
The state of 
emergency is
extended to 
April 30, 
2021

May, 2023
The obligation 
to wear a mask 
at the hospital is 
eliminated

April 1
State of emergency 
for Covid ends 
and some restrictions 
are lifted

May 1
The obligation 
to wear a mask 
indoors  is 
eliminated

Data sources: Adapted by the Italian National Blood Centre on data from Weekly Covid-19 Bulletins, Italian Ministry of Health; Demo.ISTAT, Italian Institute of Statistics.

Reg 1

Reg 2

Italy



Timeline of the Sars Cov-2 pandemic in Italy

January 30, 2020

WHO declares a 
global public health 
emergency

February 3

Establishment of 
the Technical 
Commission at
MoH

February 20

First case of 
coronavirus in 
Italy

March 9

Italy enters into
nation-wide 
loockdown

May 4

Phase 2: Gradual
reopening of the 
Country

October 13

The Government 
introduces new 
measures against
second wave

November 3

New lockdown 
based on level of 
risk for each
Region

December 3

Lockdown is
partially released
before the 
Christmas 
holidays

December 18

New national 
restrictive
measures for the   
Christmas 
holidays

January 13

The state of 
emergency is
extended to April 
30, 2021

December 21

The trade of the 
first anti-Covid 
vaccine, 
developed by 
Pfizer and 
BioNTech, is 
authorized in the 
EU

January 6, 2021

Moderna vaccine 
is authorized in 
the EU

January 29

EU authorizes the 
AstraZeneca
Covid-19 vaccine

March 11

Johnson & 
Johnson's single-
dose vaccine is 
authorized in the 
EU

March 15

AstraZeneca 
vaccine is 
suspended after 
some suspected 
cases of 
thrombosis

June 3

The 
administration of 
the anti-Covid 
vaccine is 
authorized for all 
over 18s in Italy

October 4

EMA gives the 
green light to the 
third dose of the 
vaccine.

August 6

The green pass 
becomes 
mandatory.

January 8, 2022

The government 
introduces 
mandatory 
vaccination for all 
over 50s..

December 2021

The Omicron 2 
variant begins to 
circulate.

April 1

The state of 
emergency for 
Covid ends and 
some restrictions 
are lifted

February 11

The obligation to 
wear a mask 
outdoors is 
eliminated.

December 31, 2019

Chinese Authorities 
announce a 
pneumonia outbreak 
of unknown origin in 
Wuhan.

January 29 

Two tourists 
positive for Sars-
CoV-2 and 
already in serious 
condition are 
admitted to the 
Spallanzani 

3^
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May 1

The obligation to 
wear a mask 
indoors  is 
eliminated.

May, 2023

The obligation to 
wear a mask at 
the hospital is 
eliminated.
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kg / 1,000 pop 14.1

kg / 1,000 pop

14.9
kg / 1,000 pop

Italy
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kg / 1,000 pop

PfF

Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries. January 2024
PfF: Plasma for Fractionation

Monthly average
collection index

2020 - 2023
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Data sources: Adapted by the Italian National Blood Centre on data from Fractionation industries. January 2024
PfF: Plasma for Fractionation
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Demand for drivers, 2019 - 2023
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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 The value does not include High titre IVIg
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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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IG (IVIg+SCIg) in Italy, 2019 - 2023
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The value does not include High titre IVIg

61,7 63,2 64,1 66,8 67,5

42,8
47,9 43,3 37,5 40,7

0

20

40

60

80

100

120

2019 2020 2021 2022 2023

T
o

ta
l 
D

e
m

a
n

d
 f

o
r 

S
C

Ig
 (

g
 /
 1

,0
0
0
 p

o
p

)

Toll-manufacturing Market

64%60%57%
62%

59%

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

*

* Preliminary data

6.3 t
6.6 t 6.4 t 6.2 t 6.4 t



Albumin in Italy, 2019 - 2023
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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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IG distribution, 2019 - 2023



The Sars Cov-2 pandemic in Italy and IG
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Italy

Data sources: Adapted by the Italian National Blood Centre on data from Weekly Covid-19 Bulletins, Italian Ministry of Health; Demo.ISTAT, Italian Institute of Statistics.
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Italy

Data sources: Adapted by the Italian National Blood Centre on data from Weekly Covid-19 Bulletins, Italian Ministry of Health; Demo.ISTAT, Italian Institute of Statistics.
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“GUIDELINES ON THE USE OF HUMAN IMMUNOGLOBULINS
IN CASE OF SHORTAGES”
https://www.centronazionalesangue.it/wp-
content/uploads/2022/02/Documento-uso-IG-in-condizioni-di-carenza.pdf

https://www.aifa.gov.it/-/documento-indirizzo-aifa-cns-uso-
immunoglobuline-umane-condizioni-carenza

The "GUIDELINES ON THE USE OF HUMAN IMMUNOGLOBULINS
IN CASE OF SHORTAGES" is the result of a multidisciplinary work
conducted by CNS and AIFA with the contribution of the Italian
Society of Hemapheresis and Cellular Manipulation (SidEM), Italian
Society of Transfusion Medicine and Immunohematology (SIMTI),
Italian Society of Hematology (SIE), Italian Society of Neurology (SIN),
Italian Society of Hospital Pharmacy and Pharmaceutical Services of
Health Authorities (SIFO) and Italian Group of bone marrow and
hematopoietic stem cell transplantation (GITMO).

Guidelines for the use of IGs in case of shortages

https://www.centronazionalesangue.it/wp-content/uploads/2022/02/Documento-uso-IG-in-condizioni-di-carenza.pdf
https://www.aifa.gov.it/-/documento-indirizzo-aifa-cns-uso-immunoglobuline-umane-condizioni-carenza
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Guidelines for the use of IGs in case of shortages



Working group for IGs shortages - est. Sept. 2020 
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Composed by:
• Italian Ministry of Health
• National Blood Centre 
• Italian Medicines Agency
• Voluntary donor associations
• Patient associations  
• Fractionators 

• Opportunity for discussion between 
the stakeholders of the system.

• Periodic monitoring meetings

• Production of guidelines for the use 
of IGs in case of shortages.

Aim:



ESI - Emergency Support Instruments
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The general objective of these grants is to
facilitate urgent and efficient increases in
blood establishment capacity for
collection, storage and testing of CCP for
the abovementioned purposes. It is to be
achieved through investment in
equipment and other associated needs so
that such collection and storage is not
detrimental to the amount of plasma
collected for other medical needs.
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Types of activities for which to use the financing:

• Investment in equipment for the collection of CCP including:

o Plasmapheresis machines;

o Donor beds and bedside tables;

o Collection sets and other disposables for CCP collection;

• Investment in equipment for the storage of CCP including: freezer rooms and/or stand-alone freezers;

• Recovery of costs related to the testing and characterisation of CCP, including tests of the levels of anti-
bodies. 

Training activities related to the use of the equipment, and the activities mentioned above;

• Organisational alignment to make optimal use of the equipment mentioned above in the overall 
structure and processes of the blood establishment. 

ESI - Emergency Support Instruments
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ESI - Emergency Support Instruments
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Many diagnostic-therapeutic activities have
undergone reductions and restrictions, aimed
at saving resources to be invested in the
health sectors most involved in the
management of the emergency

Difficulties for donors to
reach blood centers due
to the pandemic.

Risk for maintaining a sustainable and quality supply for patients, also in consideration of
the constant increase in national demand for Immunoglobulins recorded in recent years.

Decrease in US plasma 
collection (-20%)

SARS Cov-2 pandemic effect



• Increase plasma collection

• Intensive monitoring of collection, production, distribution, stocks

• Continous interaction with all stakeholders

• Maximise the appropriateness of clinical-therapeutic use

• Make immunoglobulin production economically viable

• Access to treatment by priority criteria

• Replace the use of IV administered immunoglobulins with SC administered ones

• Close partership with prescribers (lengthen the adm. intervals or decrease
dosages)

• Set up working groups to share strategies
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Measures to mitigate the effects of the pandemic
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https://www.centronazionalesangue.it/rapporti-tecnici/

SELF-ADVERTISING
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Unlimited thanks to 
all health professionals
involved
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26,716,934 positive cases as of 9 February 2023    
130,468 deaths (ISS figures as of 5 Oct 2021)

These data make Italy the 8th country in the world and 
the 3rd in Europe in terms of total number of cases, the 
8th country in the world and the 3rd in Europe in terms of 
absolute number of deaths, the 41st country in the world 
in terms of total cases in relation to population and the 
22nd country in terms of deaths in relation to population
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Grazie 
per la vostra 

attenzione
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Thank you

AIP

All blood and plasma donors

All Directors of Regional Blood Centres

Claudia Biffoli

Silvio Brusaferro

Chiara Brutti

Livia Cannata

Cristiana Chelucci

CIDP

John Coltrane

Karen  Cristiano

Oscar Cruciani

CSL Behring

Silvia Da Ros

Lucia De Fulvio

Domenico  Di Giorgio

Francesco Fiorin

GAEF

Ilaria Gentilini

GITMO

Claudia Gramiccioni

Grifols

Kedrion

Massimo La Raja

Franco Locatelli

Olimpia Longo

Nicola Magrini

Isabella Marta

Maria Simona Massari

Mauro Dionisio

Octapharma

Chiara  Parisi

Ilaria Pati

Patrizio Pezzotti

Giulio Pisani

Samantha Profili

Rossana Psaila

Simonetta Pupella

Isabella Quinti

Rita Raponi

Flavia Riccardo

Sandra Salinetti

Raffaella Sardelli

SIDEM

SIFO

Giacomo Silvioli

SIMTI

SIN

Roberto Speranza

Takeda

Maria Rita Tamburrini

Giuseppe Traversa


