
AL\659463EN.doc PE 386.576v01-00

EN EN

EUROPEAN PARLIAMENT
2004 «

«««

«
«
«««

«
«

« 2009

Committee on Legal Affairs
The Chairman

22.3.2007

Mr Miroslav Ouzký
Chairman
Committee on the Environment, Public Health and Food Safety
BRUSSELS

Subject: Opinion on the legal basis of the Proposal for a Regulation of the European 
Parliament and of the Council on food additives (COM(2006)0428 –
C6-0260/2006 – 2006/0145(COD))1

Dear Mr Chairman,

By letter of 28 February 2007 you asked the Committee on Legal Affairs pursuant to 
Rule 35(2), to consider whether the legal basis of the above Commission proposal was valid 
and appropriate.

The committee considered the above question at its meeting of 20 March 2007.

The lead committee's rapporteur, Ms Westlund, is proposing to change the legal basis of the 
proposal from Article 95 to Article 95 together with Article 175 of the EC Treaty.

Legal basis

All Community acts must be founded upon a legal basis laid down in the Treaty (or in another 
legal act which they are intended to implement).  The legal basis defines the Community's 
competence ratione materiae and specifies how that competence is to be exercised, namely 
the legislative instrument(s) which may be used and the decision-making procedure.

  
1 Not yet published in OJ.
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In view of the consequences of the legal basis, its choice is of basic importance, particularly 
for Parliament, since it determines what say, if any, Parliament has in the legislative process.

According to the Court of Justice the choice of legal basis is not a subjective one, but "must 
be based on objective factors which are amenable to judicial review"1, such as the aim and 
content of the measure in question2. Furthermore, the decisive factor should be the main 
object of a measure.3

According to the case-law of the Court of Justice, a general Treaty article constitutes a 
sufficient legal basis even though the measure in question also seeks, in a subordinate manner, 
to attain an aim sought by a specific Treaty article4.

However, if the view were to be taken that the aims of protecting human health and the 
establishment and functioning of the internal market are indissolubly linked with each other 
without one being secondary and indirect in respect of the others, it might be considered that 
the two legal bases would have to be used, given that the same decision-making procedure 
(codecision) is provided for in both Articles 95 and 175(1)5. 

The lead committee proposes that Article 1756 together with Article 957 of the EC Treaty

  
1 Case 45/86 Commission v. Council [1987] ECR 1439, para. 5.
2 Case C-300/89 Commission v. Council [1991] ECR I-287, para. 10.
3 Case C-377/98 Netherlands v. European Parliament and Council [2001] ECR I-7079, para. 27.
4 Case C-377/98 Netherlands v. European Parliament and Council [2001] ECR I-7079, paras 27-28; Case C-
491/01 British American Tobacco (Investments) and Imperial Tobacco [2002] ECR I-11453, paras 93-94.
5 Case C-165/87 Commission v. Council [1988] ECR 5545, para. 11.
6 Article 175(1)
1. The Council, acting in accordance with the procedure referred to in Article 251 and after consulting the 
Economic and Social Committee and the Committee of the Regions, shall decide what action is to be taken by 
the Community in order to achieve the objectives referred to in Article 174.
7 Article 95
1. By way of derogation from Article 94 and save where otherwise provided in this Treaty, the following 
provisions shall apply for the achievement of the objectives set out in Article 14. The Council
shall, acting in accordance with the procedure referred to in Article 251 and after consulting the
Economic and Social Committee, adopt the measures for the approximation of the provisions laid down by law, 
regulation or administrative action in Member States which have as their object the establishment and 
functioning of the internal market.
2. Paragraph 1 shall not apply to fiscal provisions, to those relating to the free movement of persons nor to those 
relating to the rights and interests of employed persons.
3. The Commission, in its proposals envisaged in paragraph 1 concerning health, safety, environmental 
protection and consumer protection, will take as a base a high level of protection, taking account in particular of 
any new development based on scientific facts. Within their respective powers, the
European Parliament and the Council will also seek to achieve this objective.
4. If, after the adoption by the Council or by the Commission of a harmonisation measure, a Member State 
deems it necessary to maintain national provisions on grounds of major needs referred to in Article 30, or 
relating to the protection of the environment or the working environment, it shall notify the Commission of these 
provisions as well as the grounds for maintaining them.
5. Moreover, without prejudice to paragraph 4, if, after the adoption by the Council or by the
Commission of a harmonisation measure, a Member State deems it necessary to introduce national
provisions based on new scientific evidence relating to the protection of the environment or the working 
environment on grounds of a problem specific to that Member State arising after the adoption of the 
harmonisation measure, it shall notify the Commission of the envisaged provisions as well as the grounds for 
introducing them.
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should be used as the legal basis for the proposal for a regulation.  Article 175(1) refers to the 
objectives of Article 1741, in particular
— preserving, protecting and improving the quality of the environment,

— protecting human health,
— prudent and rational utilisation of natural resources,
— promoting measures at international level to deal with regional or worldwide 
environmental problems.

The aim and content of the proposal for Regulation and appraisal of its legal basis

Article 1 of the proposed regulation provides as follows "This Regulation lays down rules on 
food additives used in foods to ensure the effective functioning of the internal market and a 
high level of human health protection and consumer protection.

For those purposes, this Regulation provides for: 

(a) Community lists of approved food additives;
(b) conditions of use of food additives in foods, in food additives and in food enzymes;

(c) rules on labelling of food additives sold as such."
Recitals 1 to 21 read as follows:

    
6. The Commission shall, within six months of the notifications as referred to in paragraphs 4 and 5, approve or 
reject the national provisions involved after having verified whether or not they are a means of arbitrary 
discrimination or a disguised restriction on trade between Member States and whether or not they shall constitute 
an obstacle to the functioning of the internal market.
In the absence of a decision by the Commission within this period the national provisions referred to in 
paragraphs 4 and 5 shall be deemed to have been approved.
When justified by the complexity of the matter and in the absence of danger for human health, the
Commission may notify the Member State concerned that the period referred to in this paragraph may be 
extended for a further period of up to six months.
7. When, pursuant to paragraph 6, a Member State is authorised to maintain or introduce national
provisions derogating from a harmonisation measure, the Commission shall immediately examine
whether to propose an adaptation to that measure 
8. When a Member State raises a specific problem on public health in a field which has been the subject of prior 
harmonisation measures, it shall bring it to the attention of the Commission which shall immediately examine 
whether to propose appropriate measures to the Council.
9. By way of derogation from the procedure laid down in Articles 226 and 227, the Commission and any 
Member State may bring the matter directly before the Court of Justice if it considers that another Member State 
is making improper use of the powers provided for in this Article. 
10. The harmonisation measures referred to above shall, in appropriate cases, include a safeguard
clause authorising the Member States to take, for one or more of the non-economic reasons referred to in Article 
30, provisional measures subject to a Community control procedure.

1 Article 174(1)
1. Community policy on the environment shall contribute to pursuit of the following objectives:
— preserving, protecting and improving the quality of the environment,
— protecting human health,
— prudent and rational utilisation of natural resources,
— promoting measures at international level to deal with regional or worldwide environmental problems.
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(1) The free movement of safe and wholesome food is an essential aspect of the internal 
market and contributes significantly to the health and well-being of citizens, and to 
their social and economic interests.

(2) A high level of protection of human life and health should be assured in the pursuit of 
Community policies. This Regulation replaces previous Directives and Decisions 
concerning food additives permitted for use in foods with a view to ensuring the 
effective functioning of the internal market and a high level of protection of human 
health and the interests of consumers via comprehensive and streamlined procedures.

(3) This Regulation harmonises the use of food additives in foods in the Community. This 
includes the use of food additives in foods covered by Council Directive 89/398/EEC 
of 3 May 1989 on the approximation of the laws of the Member States relating to 
foodstuffs intended for particular nutritional uses and the use of certain food colours 
for the health marking of meat and the decoration and stamping of eggs. It also 
harmonises the use of food additives in food additives and food enzymes thus ensuring 
their safety and quality and facilitating their storage and use. The last category has not 
previously been regulated at Community level.

(4) Food additives are substances that are not normally consumed as food itself but are 
added to food intentionally for a technological purpose, such as the preservation of 
food. However, substances should not be considered as food additives when they are 
used for the purpose of imparting flavour and/or taste. Moreover, substances 
considered as foods which may be used for a technological function, such as sodium 
chloride or saffron for colouring and food enzymes should also not fall within the 
scope of this Regulation. Finally, as regard food enzymes, they are covered by 
Regulation (No) …[on food enzymes], which excludes the application of this 
Regulation.

(5) Substances not consumed as food itself but used intentionally in the processing of 
foods, which only remain as residues in the final food and do not have a technological 
effect in the final product (processing aids), should not be covered by this Regulation.

(6) Food additives should be approved and used only if they fulfil the criteria laid down in 
this Regulation. Food additives must be safe when used, there must be a technological 
necessity for their use, their use must not mislead the consumer and their use must 
bring a benefit to the consumer. 

(7) Food additives must at all times comply with the approved specifications. The 
specification should include information to adequately identify the food additive, 
including origin and to describe the acceptable criteria of purity. The specifications 
previously developed for food additives included in Commission Directive 95/31/EC 
of 5 July 1995 laying down specific criteria of purity concerning sweeteners for use in 
foodstuffs, Commission Directive 95/45/EC of 26 July 1995 laying specific purity 
criteria concerning colours for use in foodstuffs and Commission Directive 96/77/EC 
of 2 December 1996 laying down specific purity criteria on food additives other than 
colours and sweeteners should be maintained until the corresponding additives are 
entered in the Annexes to this Regulation. At that time, the specifications related to 
such additives should be set out in a Regulation. Those specifications should relate 
directly to the additives included in the Community lists in the Annexes to this 
Regulation. However, considering the complex character and substance of such 
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specifications for the sake of clarity, they should not be integrated as such in the those 
Community lists but should be set out in one or more separate Regulations.

(8) Some food additives are permitted for specific uses for certain authorised oenological 
practices and processes. The use of such food additives should comply with this 
Regulation and with the specific provisions laid down in the relevant Community 
legislation. 

(9) In order to ensure uniformity, the risk assessment and approval of food additives 
should be carried out in accordance with the procedure laid down in Regulation (EC) 
No […] establishing a common authorisation procedure for food additives, food 
enzymes and food flavourings. 

(10) Under Regulation (EC) No 178/2002 of the European Parliament and of the Council of 
28 January 2002 laying down the general principles and requirements of food law, 
establishing the European Food Safety Authority and laying down procedures in 
matters of food safety the European Food Safety Authority (’the Authority’), is to be 
consulted on matters likely to affect public health.

(11) A food additive which falls within the scope of Regulation (EC) No 1829/2003 of the 
European Parliament and of the Council of 22 September 2003 on genetically 
modified food and feed should be authorised under that Regulation prior to its 
approval under this Regulation.

(12) A food additive already approved under this Regulation which is prepared by 
production methods or starting materials significantly different from those included in 
the risk assessment of the Authority, or different than those covered by the 
specifications laid down, should be submitted for evaluation by the Authority for an 
evaluation with emphasis on the specifications. Significantly different production 
methods or starting materials could mean a change of the production method from 
extraction from a plant to production by fermentation using a micro-organism or a 
genetic modification of the original micro-organism.

(13) Food additives should be kept under continuous observation and must be re-evaluated 
whenever necessary in the light of changing conditions of use and new scientific 
information.

(14) Member States which have maintained prohibitions on the use of certain additives in 
certain specific foods which are considered traditional and are produced on their 
territory should be permitted to continue to apply those prohibitions. Moreover, as 
regard products such as ‘Feta’ or ‘Salame cacciatore’, the present Regulation is 
without prejudice to more restrictive rules linked to the use of certain denominations 
under Council Regulation (EEC) No 2081/92 of 14 July 1992 on the protection of 
geographical indications and designations of origin for agricultural products and 
foodstuffs and Council Regulation (EEC) No 2082/92 of 14 July 1992 on certificates 
for specific character for agricultural products and foodstuffs.

(15) Food additives remain subject to the general labelling obligations as provided for in 
Directive 2000/13/EC and, as the case may be, in Regulations (EC) Nos 1829/2003 
and 1830/2003. In addition, specific provisions on labelling of food additives sold as 
such to the manufacturer or to the final consumer should be contained in this 
Regulation.
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(16) The measures necessary for the implementation of this Regulation should be adopted 
in accordance with Council Decision 1999/468/EC of 28 June 1999 laying down the 
procedures for the exercise of implementing powers conferred on the Commission. 

(17) In order to develop and update Community legislation on food additives in a 
proportionate and effective way, it is necessary to collect data, share information and 
coordinate work between Member States. For that purpose, it may be useful to 
undertake studies to address specific issues with the view to facilitating the decision-
making process. It is appropriate that the Community may finance such studies as part 
of its budgetary procedure. The financing of such measures is covered by Regulation 
(EC) No 882/2004 of the European Parliament and of the Council of 29 April 2004 on 
official controls performed to ensure the verification of compliance with feed and food 
law, animal health and animal welfare rules and consequently the legal basis for the 
financing of the above measures will be Regulation (EC) No 882/2004.

(18) Member States are to carry out official controls in order to enforce compliance with 
this Regulation in accordance with Regulation (EC) No 882/2004. 

(19) (...).

(20) Following the adoption of this Regulation the Commission assisted by the Standing 
Committee on Food Chain and Animal Health should review all the existing 
authorisations for criteria, other than safety, such as intake, technological need and the 
potential to mislead the consumer. All food additives that are to continue to be 
authorised in the Community should be transferred to the Community lists in 
Annexes II and III to this Regulation. Annex III to this Regulation should be 
completed with the other food additives used in food additives and enzymes and their 
conditions of use in accordance with Regulation (EC) No […] establishing a common 
authorisation procedure for food additives, food enzymes and food flavourings. To 
allow a suitable transition period, the provisions in Annex III, other than the 
provisions concerning carriers for food additives, should not apply until [1.1.2011].

(21) Without prejudice to the outcome of that review, within one year following the 
adoption of this Regulation, the Commission should set up an evaluation programme 
for the Authority to re-evaluate the safety of the food additives that were already 
approved in the Community. That programme should define the needs and the order of 
priorities according to which the approved food additives are to be examined. 

The Commission summarises the content of the proposed regulation follows:
Creation of a Regulation of the European Parliament and of the Council on food additives that 
lays down the principles for the use of food additives and lays down the positive list of 
substances that may be used as food additives.

Repeal of Council Directive 89/107/EEC on the approximation of the laws of the Member 
States concerning food additives authorised for use in foodstuffs intended for human 
consumption, European Parliament and Council Directives 94/35/EC on sweeteners for use in 
foodstuffs, 94/36/EC on colours for use in foodstuffs and 95/2/EC on food additives other 
than colours and sweeteners and the European Parliament and the Council Decision No. 
292/97/EC on the maintenance of national laws prohibiting the use of certain additives in the 
production of certain specific foodstuffs.
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It is noted that the Commission's explanatory memorandum provides no justification for
recourse to Article 95 alone as legal basis.

Appraisal

In view of the provisions of the proposal for a regulation and in particular the recitals set out 
in extenso above, it is considered that that the aims of protecting human health and the 
establishment and functioning of the internal market are indissolubly linked with each other 
without one being secondary and indirect in respect of the other.  The proposal's aims 
connected with the protection of human health and the functioning of the internal market 
seem equally balanced. It is therefore considered that the legal basis should be both Article 95 
and Article 175 of the EC Treaty.

Conclusion

At its meeting of 20 March 2007 the Committee on Legal Affairs accordingly decided, 
unanimously1, to recommend that the legal basis of the proposal for a Regulation of the 
European Parliament and of the Council on food additives should be Article 95 and Article 
175 of the EC Treaty.

Yours sincerely,

Giuseppe Gargani

  
1 The following were present for the final vote: Giuseppe Gargani (chairman), Cristian Dumitrescu (vice-
chairman), Rainer Wieland (vice-chairman), Francesco Enrico Speroni (vice-chairman), Sharon Bowles, Mogens 
N.J. Camre, Marek Aleksander Czarnecki, Monica Frassoni, Jean-Paul Gauzès, Kurt Lechner, Klaus-Heiner 
Lehne, Katalin Lévai, Eva Lichtenberger, Toine Manders, Antonio Masip Hidalgo, Hans-Peter Mayer, Manuel 
Medina Ortega, Marie Panayotopoulos-Cassiotou, Michel Rocard, Aloyzas Sakalas, Gabriele Stauner, József 
Szájer, Jacques Toubon, Jaroslav Zvěřina, Tadeusz Zwiefka.
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