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Proposal for a Union act on enhancing plasma collection in the European Union

The European Parliament,

– having regard to World Health Assembly Resolution 28.72 relating to blood safety of 
29 May 1975,

– having regard to Council of Europe resolution CM/Res(2008)5 on donor responsibility 
and on limitation to donation of blood and blood components,

– having regard to Article 168(4)(a) of the Treaty on the Functioning of the European 
Union (TFEU),

– having regard to Directive 2002/98/EC of the European Parliament and of the Council 
of 27 January 2003 setting standards of quality and safety for the collection, testing, 
processing, storage and distribution of human blood and blood components and 
amending Directive 2001/83/EC1 (hereinafter the Blood Directive),

– having regard to the Communication from the Commission to the European Parliament, 
the Council, the European Economic and Social Committee and the Committee of the 
Regions of 19 January 2010 on the application of Directive 2002/98/EC setting 
standards of quality and safety for the collection, testing, processing, storage and 
distribution of human blood and blood components and amending Directive 
2001/83/EC (COM(2010)0003),

– having regard to the report from the Commission to the European Parliament, the 
Council, the European Economic and Social Committee and the Committee of the 
Regions of 21 April 2016 on the implementation of the Directives 2002/98/EC, 
2004/33/EC, 2005/61/EC and 2005/62/EC setting standards of quality and safety for 
human blood and blood components (COM(2016)0224),

– having regard to the Commission staff working document of 21 April 2016 on the 
implementation of the principle of voluntary and unpaid donation for human blood and 
blood components as foreseen in Directive 2002/98/EC on setting standards of quality 
and safety for human blood and blood components and amending Directive 2001/83/EC 
(SWD(2016)0130),

– having regard to the evaluation and fitness check roadmap of 17 January 2017 entitled 
‘Evaluation of Union legislation on blood, tissues and cells’,

– having regard to the summary of responses to the Commission’s open public 
consultation for the evaluation of the blood, tissues and cells legislation, published on 
19 April 20182,

– having regard to Article 225 of the TFEU,

1 OJ L 33, 8.2.2003, p. 30.
2 Ref. Ares(2018)2096445 - 19/04/2018.
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– having regard to Article 5 of the Decision of the European Parliament of 28 September 
2005 adopting the Statute for Members of the European Parliament1,

– having regard to Rule 46(2) of its Rules of Procedure,

A. whereas the main objective of the Blood Directive is to ensure a high level of human 
health protection by establishing common minimum safety and quality standards for 
blood and blood components;

B. whereas the safety of patients and donors is a concern of major importance;

C. whereas new infectious diseases might emerge in the coming years;

D. whereas new challenges have emerged, such as collecting enough plasma to match the 
increase in demand for plasma derivative medicines;

E. whereas the availability of plasma used for the manufacturing of medicinal products is 
dependent largely on EU citizens who are prepared to donate plasma on a voluntary and 
non-remunerated basis;

1. Expresses concern that, although the situation varies across the EU, the current Union 
legal framework does not ensure that enough plasma is donated in order to keep pace 
with the increasing clinical need for plasma-derived treatments for patients, putting 
them at risk;

2. Notes that more and more patients are being diagnosed with rare plasma-related 
disorders, which leads to a growing clinical need for plasma-derived medicinal 
products;

3. Notes that new infectious diseases might emerge;

4. Acknowledges the importance of voluntary and non-remunerated blood and plasma 
donation in many countries;

5. Acknowledges that the manufacture of plasma-derived medicinal products for life-
threatening health disorders is entirely dependent on having a sufficient supply of 
plasma donations from citizens;

6. Considers that the EU legal framework should include provisions to encourage all 
Member States to establish national programmes for the collection of plasma without 
harming whole blood collection, and to promote voluntary unpaid donations;

7. Requests that the Commission submit, by ...., on the basis of Article 168(4)(a) of the 
TFEU, a proposal for an act revising the Blood Directive in order to ensure that the 
legal framework remains fit for purpose and adapted to scientific, technical and societal 
developments.

1 OJ L 262, 7.10.2005, p. 1.
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EXPLANATORY STATEMENT

In the EU today, more and more patients are being diagnosed with plasma-related disorders, 
which makes the availability of plasma-derived medicinal products a growing concern. 
Manufacturers of plasma-derived medicinal products therefore face the challenge of working 
with the scarce source material that is human plasma.

The EU is currently in a situation where approximatively 40 % of the plasma used to 
manufacture treatments for European patients is imported from the US market, regulated by 
the FDA. This means the EU is dependent on factors that are out of its control.

Solutions could be put in place by the Commission to ensure the adequate availability of 
plasma for manufacturing treatments for patients diagnosed with life-threatening disorders 
such as haemophilia, immune deficiencies, Guillain-Barré syndrome, chronic inflammatory 
demyelinating polyneuropathy, hereditary angioedema and alpha-1 antitrypsin deficiencies, 
without harming blood collection.

By encouraging the establishment of plasma donation programmes, and more particularly of 
voluntary unpaid donations, in all Member States and by ensuring its adaptation to scientific, 
technical and societal developments, a revised EU legal framework could create the 
conditions for appropriate patient access to treatment.


