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Article 152 (4) (a)

4 ...Shall contribute to the achievement of the 
objectives referred to in this Articles through 
adopting:

(a) Measures setting high standards of quality 
and safety of organs and substances of human 
origin, blood and blood derivatives, these 
measures not prevent any member States from 
maintaining or introducing more stringent 
protective measures.



2

3

THE PROCESS THROUGH A 
COMMISSION COMMUNICATION

MEETING ON 

THE 

THERAPEUTIC 

USE OF HUMAN 

ORGAN AND 

TISSUES

Tissues and cells

Directive (2004)

Conference on Safety and 
Quality in Organ Donation 

and Transplantation
in the European Union

Statement by the 
commission (2004)

Treaty of 
Nice

Porto 
Conclusions 

(2000)

Article 152 
(2000)

Blood Directive 
(2002)

4

STATEMENT BY THE COMMISSION (2004)

"The important differences between organ transplantation and the use of other 
human substances such as blood, tissues and cells mean that a specific 
approach for organs in order to ensure safety and quality is necessary.

Such an approach in the current situation characterised by shortage of organs 
has to balance two factors: the need for organs' transplantation which is usually 
a matter of life and death with the need to ensure high standards of quality and 
safety.

The Commission believes that before considering any proposal it is necessary 
to conduct a thorough scientific evaluation of the situation regarding organ 
transplantation. The Commission will present a report on the conclusions of the 
analysis it undertakes as soon as possible."
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THE OPEN CONSULTATION (2006)
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COMMUNICATION FROM THE COMMISSION
ORGAN DONATION AND TRANSPLANTATION: POLICY ACTIONS AT 
EU LEVEL (2007) 

THE PROCESS THROUGH A 
COMMISSION COMMUNICATION
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Conclusions and follow-up actions. Main areas of ac tion

Improving quality and safety.

• The Commission will define the precise, balanced scope of the EU legal 
framework on quality and safety for human organs taking into account the 
dialogue it has had so far with the Member States on the issues.

• This framework needs to be backed up by cooperation between Member States 
leading to the compilation of sufficient information that will assist in determining the 
acceptable levels of risk in the use of expanded donors and by the promotion of 
good medical practices and evaluation of post-transplant results
(“organovigilance”).
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Conclusions and follow-up actions. Main areas of ac tion

Increasing organ availability .

• The Commission will promote cooperation between Member States in order to 
share experience and best practices with a view to establishing efficient systems 
for identified organ donors .

• Other areas where cooperation is important are the promotion of training of 
professionals based on best experience, exploring the promotion of donations 
from living donors and evaluate the use of organs from "expanded" donors .

• It will also be important to pool efforts and expertise in order to increase public 
awareness . 
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Conclusions and follow-up actions. Main areas of ac tion

Making transplantation systems more efficient and a ccessible .

• Initiatives will be focused on identifying the most efficient systems , sharing 
experience and promoting best practices in accordance with local characteristics. 
Those Member States whose transplant systems are not yet sufficiently developed 
can be supported and guided in their efforts to improve patient care.

• Other actions will be geared to identifying needs at EU level for the interchange of 
organs between national authorities. Guidelines for systems for offering surplus 
organs to other countries can be evaluated, with special reference to the exchange 
of organs for urgent patients and difficult-to trea t patients.

• The increasing mobility of people within the EU makes it necessary to identify the 
main problems regarding patient mobility. It will also be important to secure EU-
wide agreement on all issues concerning transplant medicine for extra-Community 
patients (“non-residents”).
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Action Plan
Improve quality and 

safety 
Increase organ

availability

Make transplantation 
systems more efficient

and accessible

Main OBJECTIVES
in the field of organ donation and transplantation

FOLLOW UP OF THE 
COMMUNICATION: THE ACTION PLAN
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Action plan on strengthened cooperation between Mem ber States

•Identification and development of common objectives for which it is 
agreed that a Community response is necessary

•Agreed quantitative and qualitative indicators and benchmarks

•Regular reporting

•Identification and sharing of best practices.

•Coordination mechanism

FOLLOW UP OF THE 
COMMUNICATION: THE ACTION PLAN
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QUALITY AND SAFETY
PRINCIPLES

National oversight 
authority

National Quality 
Programmes

Auditing and control 
measures

Authorisation 
of activities

Traceability

Notification of serious
adverse events and 

reactions

Organ 
characterisation

FOLLOW UP OF THE COMMUNICATION: 
THE QUALITY AND SAFETY PRINCIPLES
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EU legal instrument on quality and safety of organ d onation and 
transplantation

•The establishment of national oversight authority or authorities

•Authorization of activities; 

•Ensure traceability and reporting of serious adverse events and 
reactions;

•Establishment of National Quality Programmes;

•Ensure a complete characterisation of the organ, in order that the 
transplant team could undertake the appropriate risk assessment.

FOLLOW UP OF THE 
COMMUNICATION: THE QUALITY 
AND SAFETY PRINCIPLES
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ORGAN DONATION AND 
TRANSPLANTATION: POLICY 
ACTIONS AT EU LEVEL

2010Adoption EU Directive

5 November 2008Adoption Organ package by the Commission

23 May 2008Consultation

19 February 2008Meeting Key Stakeholders Group

31 January 20082nd Meeting Subgroup Quality & Safety

20 November 20072nd meeting Working Group National experts

23 October 20071st Meeting Subgroup Quality & Safety

13 July 20071st meeting Working Group National experts

30 May 2007Communication adopted by the Commission

TIME TABLE



8

15

COUNCIL CONCLUSIONS
on Organ donation and Transplantation

5-6 December 2007

1) The importance of having high standards in quality and safety
2) Shortage of organ remains the main challenge 

3) The combination of efforts between Member States for the evaluation of 
post transplant results would contribute to the safer and more effective 
use of donated organs.

4) Adequate national transplant systems with a legal framework, a good 
technical approach and organisational support are needed

5) Sharing best practices, best models and expertise across EU Member 
States has already proved useful in increasing organ donor rates in some 
countries. 

6) Urgent patients and difficult-to-treat patients (e.g. children and highly 
sensitised patients), could clearly benefit from European cooperation.
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COUNCIL CONCLUSIONS 
on Organ donation and Transplantation

5-6 December 2007

The Council, having regard to the Communication, invites the Commission

• to Continue its work under the proposed action plan and, 

• in consultation with the Member States, to continue its examination of the 
need for an EU framework on quality and safety and 

• to coordinate, promote and strengthen the cooperation between the 
Member States on organ donation and transplantation on the basis of agreed 
objectives and priorities 
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European Parliament resolution of 22 April 2008 on "organ 
donation and transplantation: Policy actions at EU level"

• The Resolution acknowledges the need for action at European level. 

• It stressed the significant potential to share expertise between MS.  It looks 
forward to the Commission action plan for strengthened cooperation 
between MS and asks the Commission to establish an EU mechanism which 
would promote coordination activities between MS.

• It looks forward to the Commission’s proposal for a directive setting 
requirements to assure the quality and safety for organ donation across the 
EU. 

• However, the forthcoming legislative framework should not create an 
additional administrative burden nor should it jeopardise the use of existing 
good practices or lead to a decrease in the number of potential and actual 
donors.
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The Resolution challenges Member States and the Commission to take more 
concrete and immediate action:

• Organ donation has to remain “strictly non-commerci al” . The Resolution 
also call to prevent organ trafficking and "transplant tourism. 

• The Resolution stressed the importance of registration of transplant activities. 
It calls on promoting registers of living donors and follow-up of 
recipients .

• They call on the Commission to promote research in biotechnology ”. 

• It suggest supporting reinforced cooperation between Member States . In 
particular small Member States with a limited donor pool could clearly benefit 
from European co-operatio. 

• Public awareness . The Committee members stress that “a very effective 
way of increasing organ availability is to provide more information to the 
public”.
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THE ACTION PLAN

Increasing 
organ 

availability

Make 
transplantation 
systems more 

efficient
and accessible

Improve quality 
and 

safety

•Priority Action 10: Promote a common accreditation sy stem for 
organ donation/procurement and transplantation prog rammes

•Priority Action 9: Evaluation of post transplant resu lts

•Priority Action 8: Facilitate the interchange of org ans between 
national authorities

•Priority Action 7: Promote EU-Wide agreements on aspec ts of  
transplantation medicine

•Priority Action 6: Enhancing the organisational mode ls of organ 
donation and transplantation  in the eu member state s.

•Priority Action 5. Facilitate the identification of organ donors
across Europe and cross border donation in Europe 

•Priority Action 4: Improve knowledge and communicati on skills 
of health professionals and patients support groups  on organ 
transplantation 

•Priority Action 3 : Exchange of best practices on org an living 
donation programmes among EU Member States: Support 
registers of living donors

•Priority action 2: Promote Quality Improvement Program mes in 
every hospital where there is a potential for organ  donation 

•Priority action 1: Promote the role of transplant don or 
coordinators in every hospital where there is a pot ential for organ 
donation
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interchange of organs between national 
authorities

•Priority Action 7: Promote EU-Wide 
agreements on aspects of  
transplantation medicine

•Priority Action 6: Enhancing the 
organisational models of organ 
donation and transplantation  in the eu
member states.

•Priority Action 5. Facilitate the 
identification of organ donors across 
Europe and cross border donation in 
Europe 

•Priority Action 4: Improve knowledge 
and communication skills of health 
professionals and patients support 
groups on organ transplantation 

•Priority Action 3 : Exchange of best 
practices on organ living donation 
programmes among EU Member States: 
Support registers of living donors

•Priority action 2: Promote Quality 
Improvement Programmes in every 
hospital where there is a potential for 
organ donation 

•Priority action 1: Promote the role of 
transplant donor coordinators in every 
hospital where there is a potential for 
organ donation

Ensure a complete 
characterisation of the organ, in 
order that the transplant team 
could undertake the appropriate 
risk assessment.

Establishment of registers 

Protection of the donor

Establishment of National Quality 
Programmes

Reporting of serious adverse 
events and reactions

Ensure traceability .

Authorization of activities.

The establishment of national 
oversight authority or authorities. 

THE ACTION PLAN + FLEXIBLE DIRECTIVE

DIRECTIVE
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