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NOTICE TO MEMBERS

Subject: Petition No 1097/2020 by M.W. (German) on eligibility criteria as regards 
certain technical requirements for blood and blood components

1. Summary of petition

The petitioner states that the eligibility criteria laid down in Annex III of the Commission 
Directive 2004/33/EC implementing Directive 2002/98/EC as regards certain technical 
requirements for blood and blood components was in contradiction with the judgment C-
528/13 of the European Court of Justice. He presents a proposal on how to amend annex III.

2. Admissibility

Declared admissible on 12 January 2021. Information requested from Commission under Rule 
227(6).

3. Commission reply, received on 20 May 2021

Directive 2004/33/EC1 lays down the need for Member States to stipulate deferral criteria for 
blood donors including deferrals of persons whose behaviour or sexual behaviour puts them at 
risk of acquiring infectious diseases that can be transmitted by blood. The Commission notes, 
in this respect, that ‘sexual behaviour’ is not identical to ‘sexual orientation’. 

The Commission recalls that Member States set deferral criteria and periods for (sexual) risk 
behaviours to ensure that recipients of blood transfusions are not put at risk of acquiring such 
infectious diseases. Such deferral criteria are one of the safety measures used in conjunction 
with testing and where possible with inactivation technologies. The eventual safety of the blood 

1 Commission Directive 2004/33/EC of 22 March 2004 implementing Directive 2002/98/EC of the European 
Parliament and of the Council as regards certain technical requirements for blood and blood components (Text 
with EEA relevance), OJ L 91, 30.3.2004, p. 25–39.
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transfusions is considered ensured through the combined application of these measures. 

In recent years, most Member States have re-evaluated the implementation of these 
requirements and reduced periods of deferral for men who have had sex with men (MSM), to 
periods of 3 to 12 months. Member States need to carry out the final assessment on the need 
and duration for such deferral measures taking into account scientific and epidemiological 
knowledge and data. The local differences in epidemiology and transmission rates of infectious 
diseases like Human Immunodeficiency Viruses (HIV) explain eventual differences in national 
measures taken. 

Conclusion 

The Commission is not in a position to exempt Member States from its requirements to set 
deferral criteria and periods for donors based on their (sexual) risk behaviours from annex III 
of Directive 2004/33/EC. The implementation of these requirements is to be defined at Member 
State level in the light of local scientific and epidemiological knowledge and data. Moreover, 
under Article 168(4) of the Treaty on the Functioning of the European Union (TFEU), Member 
States remain free to adopt more stringent protection measures. It can therefore not be justified 
at EU level to require an overall deferral period of 4 months to all local situations across the 
EU.

The Commission believes that any decision on differential treatment of potential blood donors 
must be based on solid scientific grounds and continues to encourage all Member States to 
collect more data on incidence of such diseases and, where possible, to apply deferral measures 
based on an individual assessment of a donor’s (sexual) risk behaviour. 


