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Recognition Regulation 

1. INTRODUCTION 

This document seeks to provide ‘user-friendly’ guidance on the relationship between 
Regulation (EC) No 764/20082 (the ‘Mutual Recognition Regulation’ or ‘the Regulation’) and 
Directive 98/34/EC3 (the ‘Directive’). It will be updated to reflect experience and information 
from the Member States, authorities and businesses. 

2. DIRECTIVE 98/34/EC 

The Directive requires the Member States to notify the Commission and each other of any 
draft ‘technical regulations’ for products before they are adopted in national law, with a view 
to boosting transparency and control with regard to those regulations. Since national technical 
regulations might create unjustified barriers to trade between Member States, notification in 
draft form and subsequent evaluation of their content help to diminish this risk.  

There is a two-pronged procedure for this exchange of information:  

• the first part of the Directive relates to the European standardisation bodies and the 
procedures for information on new national initiatives which should lead to the formulation 
of national standards, compliance with which is not compulsory; 

• the second requires Member States to take part in a system of reciprocal transparency and 
monitoring of draft technical regulation within the meaning of the Directive, compliance 

                                                 
1 This document is not legally binding. Neither the European Commission nor any person acting on its 

behalf may be held responsible for the use to which information contained in this publication may be 
put, nor for any errors which may appear despite careful preparation and checking. This guidance 
document does not necessarily reflect the view or the position of the European Commission. 

2 Regulation (EC) No 764/2008 of the European Parliament and of the Council of 9 July 2008 laying 
down procedures relating to the application of certain national technical rules to products lawfully 
marketed in another Member State and repealing Decision No 3052/95/EC, OJ L 218, 13.8.2008, p. 21. 

3 Directive 98/34/EC of the European Parliament and of the Council of 22 June 1998 laying down a 
procedure for the provision of information in the field of technical standards and regulations (OJ L 204, 
21.7.1998, p. 37) as amended by Directive 98/48/EC of the European Parliament and of the Council of 
20 July 1998 (OJ L 217, 5.8.1998, p. 18). 
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with which is compulsory and non-observance of which could impede the proper 
functioning of the single market. 

The Directive enables the Commission and the Member States to identify potential barriers to 
trade and take action to ensure that they are either not brought into force, or are made 
compatible with EU law. 

3. THE MUTUAL RECOGNITION REGULATION (EC) 764/2008 

The Regulation applies to administrative decisions addressed to economic operators, on the 
basis of a technical rule, in respect of any product lawfully marketed in another Member 
State, where the direct or indirect effect of that decision is the prohibition, modification, 
additional testing or withdrawal of the product (Article 2.1). Any authority intending to take 
such a decision must follow the procedural requirements set out in the Regulation. 

The Mutual Recognition Regulation will apply when all the following conditions are met: 

3.1. The (intended) administrative decision must concern a product lawfully 
marketed in another Member State 

The principle of mutual recognition applies where a product lawfully marketed in 
one Member State is placed on the market in another Member State. It says that a 
Member State cannot forbid the sale on its territory of products which are lawfully 
marketed in another Member State, even if they were manufactured according to 
different technical rules. Both actual and possible denials of mutual recognition are 
governed by the Regulation. Hence, any Member State intending to ban access to its 
market should follow the procedure in Article 6.  

3.2. The (intended) administrative decision must concern a product which is not 
subject to harmonised EU law 

The Regulation operates in the non-harmonised area, in relation to products for 
which there is either no harmonisation of laws at EU level, or for aspects not covered 
by partial harmonisation. 

3.3. The (intended) administrative decision must be addressed to an economic 
operator 

Any restrictive decisions taken by a national authority and addressed to any natural 
or legal person who is not an economic operator do not fall within the scope of the 
Regulation. 

3.4. The (intended) administrative decision must be based on a technical rule 

Under the Regulation4 a technical rule is any provision of a law, regulation or other 
administrative provision of a Member State, not harmonised at EU level:  

                                                 
4 Article 2 (2) of the Regulation. 
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(1) which prohibits in its territory the marketing of a product (or type of product) 
lawfully placed on the market in another Member State, or compliance with which is 
compulsory for that product to be marketed in the Member State where the 
administrative decision is or will be taken, and  

(2) which lays down the characteristics required of that (type of) product, such as 
levels of quality, performance or safety, or dimensions, including requirements as 
regards the name under which it is sold, terminology, symbols, testing and test 
methods, packaging, marking or labelling, or 

(3) which imposes on the (type of) product, for the purpose of protecting consumers 
or the environment, any other requirement which affects the life-cycle of the product 
after it has been placed on the market, such as condition of use, recycling, re-use or 
disposal, where such conditions can significantly influence the composition, nature 
or marketing of the (type of) product. 

3.5. The direct or indirect effects of the (intended) administrative decision must be 
any of the following: 

(a) prohibition of the placing on the market of that (type of) product; 

(b) modification or additional testing of that (type of) product before it can be 
placed or kept on the market; 

(c) withdrawal of that (type of) product from the market. 

Any such (intended) decision must be taken in accordance with the Regulation5. 

4. RELATIONSHIP BETWEEN DIRECTIVE 98/34/EC AND THE REGULATION 

The Directive and the Regulation have differing objectives: 

a) The Directive seeks to prevent trade barriers in the form of ‘technical regulations’ before 
they are adopted, by enabling the Commission and Member States to verify that the technical 
rule is compatible with EU law. 

b) The Regulation applies after a ‘technical rule’ has been adopted; it seeks to ensure that any 
authorities taking decisions based on such rules apply the principle of mutual recognition 
correctly in individual cases. 

The two acts apply at different stages in the life cycle of a technical rule. While the Directive 
is a preventive mechanism which precedes the adoption of a technical rule, the Regulation is a 
corrective measure once the rule is in force, ensuring on a case by case basis that the rule is 
being applied correctly. 

To guarantee the transparency of national legislative initiatives and ensure that the Internal 
Market functions correctly, Article 8 of the Directive requires Member States to forward 
immediately to the Commission any draft technical regulation they plan to adopt, along with 
the grounds for the proposed measures. 

                                                 
5 Article 2 (1) of the Regulation. 
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Generally, and if the proposed technical rule is considered justified, the Commission requests 
Member States to include in the notified text a ‘mutual recognition clause’ in the interests of 
transparency and legal certainty for national administrations and economic operators. 

Nevertheless, even a national technical rule which has been notified under the Directive could 
still create barriers to the free movement of goods since it has to be implemented by the 
national administration. Any misunderstanding or flawed interpretation by the competent 
authority might result in the rule being wrongly applied. Moreover, the technical rule might 
not reflect the latest technological developments and product innovation. Thus, a rule that, 
during the notification procedure under the Directive, showed no risk of creating trade 
barriers, can still throw up a barrier for a product which has been lawfully placed elsewhere in 
the internal market. In that event the Regulation should be applied on a case-by-case basis. 

5. THE MUTUAL RECOGNITION CLAUSE 

In the light of the Commission interpretative communication on the practical application of 
mutual recognition6, Member States are still invited to insert into their draft national technical 
regulations mutual recognition clauses for products which have been lawfully manufactured 
and/or marketed in another Member State of the European Union or in Turkey, or lawfully 
manufactured in an EFTA State that is a contracting party to the EEA agreement. 

The standard mutual recognition clause may be supplemented by a reference to the 
applicability of the Regulation. 

The reference to the Regulation might be worded as follows: 

‘The application of this law is subject to Regulation (EC) No 764/2008 of the European 
Parliament and of the Council of 9 July 2008 laying down procedures relating to the 
application of certain national technical rules to products lawfully marketed in another 
Member State, and to subsequent amendments.’ 

                                                 
6 Commission interpretative communication on facilitating the access of products to the markets of other 

Member States: the practical application of mutual recognition (2003/C 265/02). This communication 
proposes four standard model mutual recognition clauses that the Member States are invited to choose 
from. 
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