The system of
plasma-derivation in Italy
Plasma represents the raw material for the production, through processes of
industrial processing, of plasma derived medicinal products, some of which
represent real “life-saving” drugs.
All steps from the donor to the patient:
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Donation
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The donor can donate plasma through
a blood sample or a specific
procedure of plasma collection
(mono-component and
multi-component plasmapheresis)

Units of plasma
The result of the donation is a
bag (or unit) of plasma which
varies between 250 and 700 ml.

Control of the
plasma units
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Biological qualification tests
provided for under national rules
are carried out on all plasma units .
The validated bags are suitable to
be administrated to the patient or
distributed to the Company for the
industrial processing.

Suitable
plasma
bags
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Administration and
distribution of the plasma

Transportation from the Blood
Establishment to the
pharmaceutical companies
according to law

20%

80%

Administration for
clinical use

Plasma is sent to the pharmaceutical industry for the
production of plasma derived medicinal products on
behalf of the Regions.

Plasma is used in the treatment of different clinical conditions
such as for example the multiple deficits of coagulation
factors, the aphaeretic treatment of the thrombotic
microangiopathies and so on.

Administration
of the medicinal
products to
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Directly at the hospital or at
home with a medical
prescription.

OSPEDALE
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Distribution to the
pharmaceutical industry

Further controls on
plasma
The pharmaceutical company carries
out further controls on the plasma as
raw material as provided by the
European standards concerning
drugs and produces, through
processes of separation of the
different proteins, plasma derived
medicinal products according to good
manufacturing practices (GMP).

State Control

Distribution to Regions
Medicinal products are delivered to Regions
who own plasma and distributed to the
pharmacies operating in the hospitals or to
the public pharmacies for the
administration to patients. The system gives
the possibility of compensation of the
plasma derived medicinal products between
Regions with exceeding quantities and those
with lacking quantities of plasma. *
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Plasma derived medicinal products, before
their placing on the market, must pass a
proficiency check carried out at
European approved laboratories (OMCL).

6

Plasma derived medicinal

(*) If a Region uses a lower quantity of the produced and returned plasma derived medicinal products, compensations are possible between
Regions with exceeding quantities and those with lacking quantities of plasma, within the national health mobility.

The ownership of plasma as raw material collected in the national
territory, as well as of the derived medicinal products, is public.
Regions, individually or in an associated form, provide plasma to the pharmaceutical Companies through processing
contracts that represent an agreement for the production of these medicinal products. The service of plasma processing is
attributed from Regions to the pharmaceutical Company through a public tendering procedure.

What do Regions do?
1. Provide the collected plasma from the Blood Establishments to the authorized companies;
2. Distribute the plasma derived medicinal pubblicheproducts to the pharmacies operating in hospitals or to the
public pharmacies.

Plasma
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Blood Establishments

Authorized companies
Plasma derived
medicinal products

They collect plasma coming from the
voluntary donations.

HOSPITAL

They carry out the plasma
industrial processing for the
production of plasma derived
medicinal products.

Pharmacies operating
in hospitals
They administer plasma derived
medicinal products to patients.

Currently Italy is ranked among the leading countries in
Europe for the quantity of plasma collected and sent to
the industrial processing.

