
 

 
EXPLANATORY MEMORANDUM TO THE 

 
THE CONTROLS ON CERTAIN AZO DYES AND “BLUE COLOURANT” 

(AMENDMENT) REGULATIONS 2004 
 

2004 No.2913 
 

 
1. This explanatory memorandum has been prepared by the Department of Trade and 

Industry and is laid before Parliament by Command of Her Majesty. 
 

This memorandum contains information for the Joint Committee on Statutory 
Instruments. 

 
2. DESCRIPTION 
 

2.1. These Regulations give effect to Commission Directive 2004/21/EC (O.J. 
No.L57, 25.2.2004, p.4) which adapts to technical progress for the 13th time 
Council Directive 76/769/EEC (O.J. No. L262, 27.9.76, p. 201) on the 
approximation of laws, regulations and administrative provisions of the 
Member States relating to restrictions on the marketing and use of certain 
dangerous substances and preparations. 

 
2.2. Directive 76/769/EEC seeks to protect human health and the environment in 

the Member States by restricting the use of the dangerous substances and 
preparations listed in Annex 1 to that Directive. Member States are required 
to take all necessary measures to ensure that the dangerous substances and 
preparations listed in Annex 1 may only be placed on the market or used 
subject to the conditions specified in the Directive. 

 
2.3. Directive 2002/61/EC of the European Parliament and of the Council (O.J. 

No. L243, 11.9.2002, p.15) amended for the 19th time Directive 76/769/EEC 
by adding “azocolourants” to the list of substances in Annex 1. It prohibits the 
use of certain azocolourants in textile and leather articles which may come 
into direct and prolonged contact with the human skin or oral cavity. This 
Directive has been implemented in the United Kingdom by the Controls on 
Certain Azo Dyes and “Blue Colourant” Regulations 2003 (S.I. 2004/3310) 
(“the Principal Regulations”). 

 
2.4. Directive 2004/21/EC prescribes the testing methods for azocolourants, 

developed by the European Committee for Standardisation (CEN), to be used 
in the application of Directive 2002/61/EC. The attached Regulations 
implement Directive 2004/21/EC by amending the Principal Regulations. 

 
 
 
 
 



 

3. MATTERS OF SPECIAL INTEREST TO THE JOINT COMMITTEE ON 
STATUTORY INSTRUMENTS 

 
3.1. Directive 2004/21/EC requires Member States to bring into force laws, 

regulations and administrative provisions necessary to comply with the 
Directive by 31st December 2004. 

 
 
4. LEGISLATIVE BACKGROUND 
 

4.1. These Regulations are made under section 11 of the Consumer Protection Act 
1987. A Transposition Note is attached to this Memorandum. 

 
 
5. EXTENT 
 

5.1. Consumer safety is a reserved matter and therefore the instrument will apply 
to the whole of the United Kingdom. 

 
 
6. EUROPEAN CONVENTION ON HUMAN RIGHTS 
  

6.1. The Parliamentary Under Secretary of State for Employment Relations, Postal 
Services and Consumers, Mr Gerry Sutcliffe MP has made the following 
statement regarding the Human Rights: 

 
“In my view, these Regulations are compatible with the European Convention 
on Human Rights”. 

 
 
7. POLICY BACKGROUND 
 

7.1. A consultation exercise on the implementation of Directive 2002/61/EC was 
carried out in September 2003. The consultation document, sent to industry 
and other interested parties, included Directive 2002/61/EC, a proposed draft 
statutory instrument for implementing that Directive, as well as a copy of 
Commission Communication 2003/C 214/02  (O.J. No.C214, 9.9.2003, p.2) 
which advised of the proposed test methods to be used in demonstrating 
compliance with Directive 2002/61/EC. Having, therefore, consulted with 
industry and other interested parties and advised them of the proposed testing 
methods, the Department did not carry out a further consultation exercise 
concerning Directive 2004/21/EC but, instead, informed all the original 
consultees, by letter, of its adoption. No comments concerning the methods 
specified were received. 

 
 
 
 
 
 



 

8. REGULATORY IMPACT 
 

8.1. The Regulations will provide for harmonised standards (test methods), to be 
used to demonstrate compliance with Directive 2002/61EC.  

 
8.2. A Regulatory Impact Assessment (RIA), which covered the costs of testing, 

was prepared in relation to the Principal Regulations. In consequence, no 
further RIA has been prepared for these Regulations. A copy of the RIA, 
together with the draft Statutory Instrument and the Transposition Note, are 
attached to this memorandum. 

 
 
9. COSTS TO THE PUBLIC 

 
9.1. There will be no additional costs imposed on the public. 
 

 
10. COSTS TO THE EXCHEQUER 
 

10.1. No additional costs will fall to the Exchequer. 
 
 
11. CONTACT 
 
DAVID JENKINSON 
Bay 565 
Consumer and Competition Policy Directorate 
Department of Trade and Industry 
1 Victoria Street 
London, SWIH 0ET 
 
e-mail: David.Jenkinson@dti.gsi.gov.uk  
 
 
DEPARTMENT OF TRADE AND INDUSTRY 
 
8 November 2004 
 

mailto:David.Jenkinson@dti.gsi.gov.uk


 

 
TRANSPOSITION NOTE 

 
THE CONTROLS ON CERTAIN AZO DYES AND “BLUE COLOURANT” 
(AMENDMENT) REGULATIONS 2004 
 
 
The Controls on Certain Azo Dyes and “Blue Colourant” (Amendment) Regulations 
2004 give effect to European Commission Directive 2004/21/EC of 24 February 2004 
relating to restrictions on the marketing and use of ‘azo colourants’ (thirteenth 
adaptation to technical progress of Council Directive 76/769/EEC). The table below 
shows how the provisions of the Directive have been transposed into national law in 
the Order. 
  
 

Article Purpose Implementation 
Article 1 Amends Annex I to Directive 

76/69/EEC by inserting a list 
of the testing methods required 
to be used for determining 
whether the maximum 
permitted concentrations of 
azo dyes have been exceeded. 

Regulation 2 transposes this article by 
amending the Controls on Certain Azo 
Dyes and “Blue Colourant” 
Regulations 2003 (SI2003/3310) to 
insert a new Schedule 3. 

Article 2 Requirement to implement the 
Directive by 31 December 
2004, to include a reference to 
the Directive in the 
implementing legislation and 
to communicate to the 
Commission the measures 
transposing the Directive.   

Regulation 1 provides that the 
Regulations are to come into force on 
31 December 2004, the Explanatory 
Note to the Regulations and this note 
refer to the Directive.  Otherwise does 
not require transposition. 

Article 3 Entry into force of the 
Directive. 

Does not require transposition. 

Article 4 Addresses Directive to 
Member States.  

Does not require transposition. 
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