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Directive 2004/23/EC
Scope: Tissues and cells 
intended for human applications

4 Directives implementing

technical requirements

The Legislative Framework 
for Blood, Tissues and Cells

Directive 2002/98/EC
Scope: blood and blood 

components

4 Directives implementing 
technical requirements

Basic Acts

Main Provisions: 
 Designation of Competent Authorities;

 Authorisation and Inspection 

 Traceability and incident notification systems;

 Principle of voluntary and unpaid donation;

 Consent and data protection

 Quality Management and Responsible persons

Technical Directives
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The main objective of the Directives was to ensure a 
high level of human health protection in these sectors

Specific/operational Objectives:

 To define safety and quality requirements for all stages of the 
chain from donor to recipient;

 To ensure effective regulatory oversight of the blood, tissues and 
cells sectors;

 To achieve a degree of harmonisation of safety and quality at 
Union level which facilitates cross-border exchanges;

 To achieve Community (Now Union) sufficiency through the 
encouragement of voluntary and unpaid donation and a strong 
public sector.

The original objectives 
of the intervention
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• The purpose of the evaluation is to provide a 
comprehensive assessment of the directives, examining 
their functioning across the EU. 

• In particular the evaluation will assess the extent to which 
the Main Directives have met their original objectives 
and whether they remain fit for purpose assessing also the 
contribution of the Implementing Directives. 

• The evaluation is expected to provide a sound evidence 
base which will be used to consider the need for any 
changes to the legislation.

2017-2018
Evaluation of the 
Legislation – the purpose
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• Evaluation of Directives 2002/98/EC and
2004/23/EC and their technical directives

• Key elements
Roadmap consultation Q1 2017 - completed

Public consultation Q2-3 2017

External contract Q2 2017 – Q2 2018

Draft final report Q3 2018

Internal Commission consultation Q4 2018

Final report publication Q4 2018

Roadmap
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1. The key drivers and original objectives of the intervention

2. The scope of the evaluation

3. Issues to be examined / assessment criteria/evaluation 
questions

4. Evidence base

5. Stakeholder consultation

6. External contract

Roadmap 
key sections

http://ec.europa.eu/smart-
regulation/roadmaps/index_en.htm

http://ec.europa.eu/smart-regulation/roadmaps/index_en.htm
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1.Relevance

2.Effectiveness

3.Efficiency

4.Coherence

5.EU Added Value

Specific Assessment 
Criteria - I
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1. Relevance

2. Effectiveness

3. Efficiency

4. Coherence

5. EU Added Value

• Still up to date? (science, 
technology, epidemiology, 
commercialisation, new actors)?

• Increasing safety and quality? 
Negative side-effects or barriers?

• Benefits and costs for 
establishments, clinicians, 
authorities

• Consistent with other legislation, 
any gaps and overlaps? With
regulatory frameworks in third 
countries?

• Could the results be achieved 
better at national or global level?

Specific Assessment 
Criteria - II
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1. Evidence from monitoring 

2. Previous implementation reports

3. Issues arising from implementation (complaints, 
infringement procedures, interpretation/scope 
questions)

4. Open online Stakeholder Consultation – public 
and targeted – launch in May 2017 – 12 weeks

5. External contract for a study to support the 
evaluation (review of evidence and filling of 
gaps) – call completed – contractor to be 
appointed May 2017

Evidence Base
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Stakeholder Conference to validate 

findings to date and to plug remaining 
information gaps 

– September 20th 2017 

– Brussels 

– Room capacity: 250

- 'First-come-first-served' basis 

- Registration not yet open

Consultation 
activities - 2
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https://ec.europa.eu/health/bloo
d_tissues_organs/policy/evaluati
on_enFollow developments 

here…
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Thank 
you

Thank you
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