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Introduction
The R&TTE Directive requires that the manufacturer “…ensures and declares that the products concerned satisfy the requirements of this Directive…” (Annex II indent 1). In so doing, the manufacturer
 may seek the opinion of a notified body (Annex IV).

Such an opinion is based on the technical construction file presented to the notified body by the manufacturer. The notified body determines whether or not the requirements of the Directive have been met on the basis of the technical construction file taking due account of relevant standardisation, other technical references and professional opinion available at that time.

The question arises as to what extent a manufacturer may rely on such an opinion in the light of changing circumstances after it has been issued. A particular example might be the introduction of Article 3.3 essential requirements by Commission Decision after the date the notified body opinion is given.
Guidance

There is no obligation on a notified body to review an opinion in the light of any subsequent changes in circumstances. An opinion is valid at the time of issue and relates only to the situation at that time. It is the manufacturer’s responsibility to seek an updated opinion if they believe that a change in design, manufacture, requirements or any other matter calls in to question the validity of the opinion.
In this sense, there is no “duration of validity” for a notified body opinion. It remains valid for so long as the circumstances relevant to its issue remain unchanged. If there is a change, then it is the responsibility of the manufacturer to determine the need for a new or updated opinion.

This does not prevent a notified body entering into an agreement with a manufacturer to periodically review any opinion given but this is not an obligation under the Directive.

Disclaimer

This guidance document does not replace the text of the R&TTE Directive and is for guidance only. In legal disputes the text of the Directive, or its implementation in National legislation takes precedence.
� 	“Manufacturer” is used in this guidance note in the sense of the manufacturer or his authorised representative or the person responsible for placing the product on the market.





