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SPANISH BLOOD 

NETWORK.

17 Blood Establishments

(17 Regional Authorities 

Competent for Health and 

Blood issues)



FRACTIONATION OF SPANISH PLASMA 1985 – 2021
Summary of key points

1. Spanish Plasma Master File: Pharmacy Directorate / Spanish Medicines Agency

2. Individualized contracts by one (or a consortium when more than one)) Autonomous Community

3. Fractionator Company: Grifols

4. Origin of plasma: Whole blood donation (90%), Plasmapheresis (10%)

5. Products obtained: Albumin, Nonspecific Immunoglobulins, Factor VIII, Factor IX, Alpha 1-

Antitrypsin, Antithrombin – III. Portfolio should be efficiently completed

6. Role of the BEs: Organization of public tenders, payment for the costs of fractionation and direct

distribution to hospitals within their area of influence.

7. Fractionators : Grifols, Octapharma, CSL Behring,..... Product Registration!!!

8. Increased indications and challenge for sufficiency (Determining element: Non-specific

immunoglobulins). Risk of more or less acute shortages

9. Increasing the source plasma availability by the consolidation of plasmapheresis programs is the

only alternative to improve our PDMPs sufficiency (100% of plasma from WB is efficiently

recovered)

Objective (2021-2025): Reduction of external dependence



EVOLUTION OF PLASMA AVAILABLE FOR FRACTIONATION IN PDMPs

8 kg / 1000 Population



EVOLUTION OF THE AVAILABILITY AND USE OF PDMPs IN SPAIN.  

SUFFICIENCY:

• ALBUMIN: 71% - 59%

• IgG: 54% - 34% 

• FVIII Plasma: 42 - 60%



SPAIN. Key points for Sufficiency ReferenCE: Iv IgG 

• Current plasma available for 

fractionation

8 Kg / 1000 Pop.

• Use  of Iv IgG 100gr / 1000 Pop

• National Deficit. Yield 4 gr/Kg -790.371 Kg

• National Deficit. Yield 5 gr/Kg -554.421 Kg

• Number of Plasmapheresis for Self-

Sufficiency. Yield 4 gr/Kg

1.129.101

• Number of Plasmapheresis for Self-

Sufficiency. Yield 5 gr/Kg

792.030
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1. Principle of DVNR. Based on social cohesion, citizen participation, and

avoiding the exploitation of the most disadvantaged and guaranteeing

respect for the human body and its parts.

2. Principle of Product Safety. Consequence of the HIV pandemic. Current

measures of inactivation or reduction of pathogens during plasma processing

lighten this principle.

3. Donor Security Principle. Plasmapheresis repeated over time may not be safe

for the donor, and his/her dignity must be protected. Ethical and safety aspects

4. Principle of Competence for Donation. The existence of two systems (DVNR

for labile components, and financial compensation for plasma) could jeopardize

the supply capacity of transfusion components. Sustainability and resilience of

the supply of blood components and plasma derivatives



6 ECONOMIC INCENTIVES that leave the donor in a better 

financial situation after the donation

5 INTERVENTIONS ASSOCIATED WITH BENEFITS to donate 

for people who did not plan to donate

4 EXTRA STIMULUS INTERVENTIONS to donate for people

who already planned to donate for altruistic reasons

3 INTERVENTIONS TO REMOVE BARRIERS to donate for

people who already planned to donate for altruistic

reasons

2 RECOGNITION for the donation through appropriate

methods.

1 INFORMATION on the need to donate human material for

the treatment of others or for research.

The Principle of the Prohibition of Economic Gain

(DH-BIO Bioethics Committee)

Human Bodies: Donation for Medicines and Research

(Nuffield Council on Bioethics)

ALTRUISTIC

NOT

ALTRUISTIC



1. The use of PDMPs is mainly carried out in the public sector, so the participation of BEs is

paramount in the Public Health strategy to allow equitable and sustainable access, and

according to the standards of value-based health care.

2. According to EBA, the availability of a larger and more diverse base of unpaid donors, and a

lower frequency of donation (< 12/year) reduces the individual "burden" of the donor, increases its

security and the overall robustness of the blood supply and derivatives, providing a higher quality

of plasma in relation to the IgG content.

3. The NRBD must be recognized as a strategic objective that requires public intervention, and

consider it as a Service of General Interest and that allows to modify the rules of competition and

internal market if necessary to protect the access of citizens to basic services: EU4 Health

Program 2021-2027 (European. Blood Alliance)



AVAILABILITY OF THE SPANISH POPULATION TO DONATE PLASMA

65%



Plasma availability 

1996-2020



Source Plasma 1996-2020:

• Global National

• Regional differences



Source Plasma 2016-2020:

• Global Regional 



Plasma Final destination:

• Transfusion: 8%

• Fractionation: 92%



Iv IgG Use 1987-2020:

• Global National

• Regional differences



Albumin use 1996-2020:

• Global National

• Regional differences



Sufficiency level:

• Albumin

• Iv IgG



FVIII Use:

• Recombinant (80%)

• Plasma (20%)





CLINICAL INDICATIONS FOR IV IgG 

(National Monitoring):

1.Authorized clinical indications

2.Clinical indications not 

authorized but supported by 

studies

3.Clinical indications not 

authorised or sufficiently 

endorsed

4.Clinical indications not 

recommended





USE OF IV IgG BY HOSPITAL SERVICES AND MEDICAL SPECIALTIES



USE OF IV IgG BY TYPE OF CLINICAL  INDICATION



STRATEGIC PLAN FOR  SPANISH PLASMA SELF-

SUFFICIENCY:

1. Emergency Plan 2021-2025

2. Approval by the Ministry of Health  and by the 

Regional Authorities. 

3. Additional funding from the Ministry of Health

(2021: €4,000,000) to increase the number of

plasmapheresis

4. A National Campaign to stimulate and make

visible plasmapheresis will be launched by the

second semester of 2022



SPAIN: PLASMA COLLECTION STRATEGY 2021-2025.

1. Commitment of local and national authorities. Consideration of plasma as a strategic

product. Ensure the use of PDMPs of National origin.

2. Follow-up of recommendations established by EBA

3. Financing Plan: Local, National and European?

4. Visibility of Plasmapheresis as a specific donation line with exclusive personalized and

evidence-based selection criteria.

5. Commitment of BEs in the prioritization of plasmapheresis in their objectives

6. Establishment of objectives of progressive sufficiency levels according to the state of the

science. Possible target for 2025-27: 75% of IgG IV consumption, equivalent to an

additional 600,000 plasmapheresis.

7. In case of assessment of possible compensation systems will always be based on the

Nuffield Bioethics Council and within the framework of the DVNR

8. Broaden donor base to ensure equity, avoid exploitation, and move away from the need

for any compensation debate.

9. Definition of criteria for use and their levels of evidence. Monitoring of prescriptions to

ensuring the availability in all cases for established indications.

10.Preparation of a Contingency Plan, as well as the regulatory scenario that guarantees the

use of PDMPs of national origin within the national territory.



THANK YOU VERY MUCH !!


