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European Affairs Committee 
 
 

Opinion 
 
 
Proposal for a Directive of the European Parliament and the Council on quality and safety 
standards for human organs intended for transplant (COM 818 final) 
 
 
 
I – Preliminary Note  
 
In compliance with the requirements of Law 43/2006, of 25 August 2006, on supervision, consideration 
and pronouncement by the Assembly of the Republic within the scope of the process of constructing the 
European Union, the Parliamentary Committee for Health has drawn up a report on the following matter: 
 
Proposal for a Directive of the European Parliament and the Council on quality and safety 
standards for human organs intended for transplant (COM 818 final) 
 
 
II – Analysis  
 
A) National and community framework 
 
1 – The Parliamentary Committee for Health starts its report by outlining the national and community 
framework for the subsidiarity test in relation to the Draft Directive in question. 
 
 
2 – It explains that, in this particular case, the aim is specifically to produce a report on whether the Draft 
Directive complies with the principle of subsidiarity. The Assembly of the Republic has powers to adopt a 
resolution denouncing non-compliance with the principle of subsidiarity to the European institutions, under 
the terms of Article 3 of Law 43/2006. 
 
 
3 – The report also points out that, at European level, these questions are regulated by Article 5 of the 
TEU.  
This provision is complemented by the Additional Protocol to the Treaty of Amsterdam, on the application 
of the principles of subsidiarity and proportionality, which lays down that in order for the principle of 
subsidiarity to be complied with, community action needs to meet two requirements: 
 

 “the objectives of the proposed action cannot be sufficiently achieved by Member States' 
action in the framework of their national constitutional system and can therefore be better 
achieved by action on the part of the Community”  

 
On the principle of proportionality, the additional protocol establishes that:  

 “the form of Community action shall be as simple as possible, consistent with satisfactory 
achievement of the objective of the measure and the need for effective enforcement. The 
Community shall legislate only to the extent necessary”    
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B) On the content of the Draft Directive 
 
 
1 – The report in question recalls that Article 152 of the TEU confers powers on the institutions of the 
European Union to adopt health measures with a view to establishing quality and safety standards for the 
different stages of procurement, treatment and use of organs and substances of human origin, blood and 
blood derivatives. 
 
2 – It also states that the Draft Directive is the outcome of several years’ work in this field, which has 
included holding conferences and conducting research. 
 
3 – It notes the importance of considering the growing need and demand for transplant organs.  
Accordingly, adoption of rules which permit improved access to transplant organs, in safe conditions, 
reducing the difficulties of access, will contribute to reduction in illegal trafficking. 
 
4 – This Draft Directive is therefore intended to set a number of rules, at community levels, governing 
quality and safety in this field. 
 
 
III – Conclusions 
 
1 – The draft directive deals with matters where deep-level coordination is essential between member 
States. The quality and safety requirements for organ transplants should be high and duly guaranteed by 
the relevant national authorities. 
 
2 – It is therefore necessary that absolute reliability be assured in the procedures in each country in order 
to cement confidence in the quality and safety of organs received in each member State through cross-
border arrangements. The existence of common rules at community level is necessary for this purpose. 
 
3 – When the principle of subsidiarity is applied (the purpose of this report), clear advantages appear to 
be found in setting community level regulations, subsequently transposed into national legal systems.  
 
4 – Likewise, the proposed rules do not appear to exceed the limits set by the principle of 
proportionality, as they leave to member States the regulation of penalties and the rules on consent. 
 
4 – This Proposal for a Directive therefore complies with the above principles.  
 
 

Opinion 
 
 
The European Affairs Committee is of the opinion that, in relation to the document in question, the 
process of scrutiny has been concluded. 
 
 
 
Assembly of the Republic, 26 January 2009 
 
 

The Rapporteur                     The Chairman of the Committee 
  
 

Regina Bastos                                  Vitalino Canas 
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Committee on Health 

 

REPORT 

Proposal for a Directive of the European Parliament and the Council on quality and safety standards for 

human organs intended for transplant (COM 818 final) 

 

1 – THE NATIONAL AND COMMUNITY FRAMEWORK 

 

The Parliamentary Committee for Health received from the European Affairs Committee, on 11 

December, a request for its opinion on the subsidiarity test for the Proposal for a Directive of the 

European Parliament and the Council on quality and safety standards for human organs intended 

for transplant (COM 818 final). This process is part of a simultaneous exercise of scrutiny of the draft 

legislation from the European Commission decided on at the COSAC held in Paris on 7 July last year. 

 

The consultation process at the Assembly of the Republic on draft European legislation, together with 

other forms of intervention by the Portuguese parliament, is regulated by Law 43/2006, of 15 August 

2006. In this particular case, the specific purpose of the process is to produce a report on whether the 

draft directive conforms to the principle of subsidiarity. The Assembly of the Republic may adopt a 

resolution denouncing non-compliance with the principle of subsidiarity to the European institutions, and 

in urgent cases the opinion of the European Affairs Committee is sufficient for this purpose (Article 3 of 

Law 43/2006). It is this committee, after liaising with the relevant committees in respect of the subject 

matter, which is responsible for delivering an opinion on compliance with this principle. 

 

At European level, this question is regulated by Article 5 of the Treaty Establishing the European 

Community, which lays down that: 

 

“The Community shall act within the limits of the powers conferred upon it by this Treaty and of the 

objectives assigned to it therein. 

 

In areas which do not fall within its exclusive competence, the Community shall take action, in 

accordance with the principle of subsidiarity, only if and in so far as the objectives of the proposed action 

cannot be sufficiently achieved by the Member States and can therefore, by reason of the scale or effects 

of the proposed action, be better achieved by the Community. 

 

Any action by the Community shall not go beyond what is necessary to achieve the objectives of this 

Treaty.” 
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This provision is complemented by the Additional Protocol to the Treaty of Amsterdam, on the 

application of the principles of subsidiarity and proportionality. This establishes that in order for the 

principle of subsidiarity to be complied with, community action must meet two requirements: “the 

objectives of the proposed action cannot be sufficiently achieved by Member States' action in the 

framework of their national constitutional system and can therefore be better achieved by action on the 

part of the Community.” 

 

These conditions are met, according to the same additional protocol, when there are transnational 

aspects which cannot be satisfactorily regulated by the actions of the member States, when the absence 

of community action significantly damages their interests, or when such action offers evident advantages 

in relation to the actions of member States. 

 

With regard to the principle of proportionality, the same document establishes that “the form of 

Community action shall be as simple as possible, consistent with satisfactory achievement of the 

objective of the measure and the need for effective enforcement. The Community shall legislate only to 

the extent necessary.” 

 

This is the community framework on this matter. 

 

It is therefore with some surprise that this committee notes that, according to the letter received from the 

European Affairs Committee, the subsidiarity test in question is supposedly being conducted in 

accordance with the protocol on the same issues attached to the Treaty of Lisbon. It is common 

knowledge that the Treaty of Lisbon has never come into force, having been rejected in a referendum by 

the people of the Republic of Ireland, the only electorate permitted to pronounce on the matter, given that 

in every other country, including in Portugal, despite the undertakings given by all political parties, 

governments and parliaments denied the people this opportunity. 

 

In view of the efforts of governments and European institutions to bypass the democratic will of the Irish 

people, it is no surprise that attempts are made to apply provisions which are not and never will be in 

force; nonetheless, these attempts are vehemently repudiated. 

 

2 – ON THE CONTENT OF THE DRAFT DIRECTIVE 

 

Article 152 of the European Community Treaty, introduced by the Treaty of Amsterdam, grants powers to 

the institutions of the European Union to adopt health measures with a view to establishing quality and 

safety standards for the various stages in the procurement, treatment and application of organs and 

substances of human origin, blood and blood derivatives. 
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These matters have been regulated by a number of directives, namely, in the case of blood and its 

derivatives, directives 2002/98/EC, 2004/33/EC and 2005/62/EC, and, in the case of human tissues and 

cells, directives 2994/23/EC, 207/17/EC and 2006/86/EC. 

 

Internally, legislation has already been enacted on the transplantation of organs and tissues and on the 

transposition of these directives. This has included Law 12/93, of 22 April 1993, and Law 22/2007, of 29 

June 2007, and the Parliamentary Committee for Health is currently engaged in line-by-line discussion of 

draft law 200/X, setting rules on the transplanting of human cells and tissues. 

 

The draft directive is the outcome of several years’ work on this matter, including a conference in Venice 

in 2003 on the safety and quality of organ donations and transplantation in the European Union, and a 

study of the legal requirements in the various member States, which uncovered the existence of 

discrepancies between them. 

 

In the meantime, this matter is of increasing importance in view of the growing need and demand for 

transplant organs. The shortage of organs means there are now 56 000 patients on waiting lists, with a 

mortality rate of between 15% and 30%. This situation has created an environment in which illegal organ 

trafficking has flourished, and it is accordingly considered that the adoption of rules permitting improved 

access in safe conditions to transplant organs, reducing the difficulties of access, will help to reduce the 

illegal trade. The possibility of increasing cross-border exchanges of transplant organs, by means of 

common rules, thereby improving the general availability of organs, will also increase the chances of 

compatibility between donors and recipients. 

 

This draft directive is therefore intended to set a number of quality and safety rules at community level, in 

particular: 

 

- The existence of common standards on the procurement, transport and use of human organs; 

- The requirement of an effective national quality programme; 

- Oversight of procurement conditions, through authorization of procurement organizations; 

- Specification of the information necessary and required for a correct assessment of transplant 

risks, in particular in the pre-transplant assessment; 

- The setting of effective rules on the transport of organs; 

- Guaranteeing the traceability of organs, from donation to reception, and also creation of a system 

for detecting serious adverse reactions and incidents, which also communicates, given the 

frequency of multiple donations, with the system for human tissue and cells; 

- Appropriate qualification and training requirements for personnel involved in the process; 
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- Respect for fundamental rights and for the provisions of the Convention on Human Rights and 

Biomedicine, namely the principles of voluntary and non-remunerated donation, altruism and 

donor/recipient solidarity, and the guarantee of anonymity; 

- The existence of a single national authority responsible for transplantation. 

 

3 – CONCLUSIONS 

 

The draft directive deals with matters where deep-level coordination is essential between member States. 

Indeed, the quality and safety requirements for organ transplants should be high and duly guaranteed by 

the relevant national authorities. There are clear advantages for potential transplantees in extending the 

available supply of donations, in particular because of the greater probability of a compatible donor being 

found. 

 

It is therefore necessary that absolute reliability be assured in the procedures in each country in order to 

cement confidence in the quality and safety of organs received in each member State through cross-

border arrangements. In actual fact, the existence of common rules at community level is necessary to 

this process. 

 

Applying the criteria of the principle of subsidiarity, we find that, even though it is possible for rules to be 

set gradually by each member State on its own account, there appear to be clear advantages in 

regulating these questions at community level, for subsequent transposition into internal legal systems. 

Likewise, the limits set by the principle of proportionality appear not to have been exceeded, insofar as it 

is left to member States to regulate the penalties and the rules on consent, an issue which draws on 

ethical principles which vary appreciably from country to country. 

 

4 – OPINION 

 

The Parliamentary Committee for Health is of the opinion that the Proposal for a Directive of the 

European Parliament and the Council on quality and safety standards for human organs intended 

for transplant (COM 818 final) complies with the principles of subsidiarity and proportionality as 

established in the additional Protocol regulating their effect, attached to the Treaty of Amsterdam. 

 

The Member of Parliament,   The Chairperson, 

(signed)     (signed) 

(Bernadino Soares)    (Maria de Belém Roseira) 

 


