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ANNEX A

The consolidated terminology in the field of market surveillance

There is not common definition in this field.  On the international level the ISO Guide 2/1996 originally covering partly also this area has been replaced by the ISO Guide 2/2004 which deals only with conformity assessment and standardisation, including the references on standards and normative documents. 

The common description of the market surveillance authorities was found only in the area of EU New approach. It is described in the part 8 of the Guide to the implementation of Directives based on New Approach and Global Approach, so called Blue book. The summary of this part of Guide is given on the page 2 and 3 of this annex for those ho do not have access to the Europe website:

http://europa.eu.int/comm/enterprise/newapproach/legislation/guide/legislation.htm 

The change of the proprietary relations (transition of the ownership of production means from state to private companies) has enforced also the consequently changes in the control (inspection) activity of state. At that time, when the state was the owner of companies (production resources), the state control of products and production has been performed at all stages of production from the stage of design to the end of the life cycle of product, because the state felt the need to avoid the accidents and damages which dangerous, low-quality and/or incompatible product might cause. Such damages should be actually born by the state. This situation applies till now to all central regulated and closed economies. 

The term “surveillance upon product” is understood differently in the New Approach, aimed at liberalisation of free movement of product as well as services of organisations, assesing the products before their placing on the market (independent third party), in which the liability for the safe products and responsibility to meet the essential requirement upon products if fully upon the producers. State surveillance upon products in the design and production phase is redundant and therefore the activity of the state surveillance is restricted to the market surveillance. .

However, the EU Old Approach often includes surveillance upon product both in the stage before production and during the production and is often carried out by the same body as the market surveillance (pharmaceuticals, chemical substances, foodstuffs, pesticides). Therefore the definition of market surveillance body activity in these sensitive sectors is often substituted by the term inspection, control or vigilance. These terms cover both pre-market and market stage. Contradictory to it, inspection bodies according to the EN 45 004 General criteria for operation of various type of bodies performing inspections covers mostly pre-market inspection, i. e. the activity of the independent third party working under new approach. 

Within the UN ECE we encounter all types of surveillance upon product. Beside that, the central regulated economy countries still perform state market surveillance upon quality of most products which are being assessed according to the national technical standards.

For this reason, the ad hoc group MARS has not found the common definition for market surveillance. It is recommended to elaborate description of market surveillance activities on the level of ISO standard as well as their definitions according to above mentioned regulation models (old approach, new approach, purely national ones) which could be utilised by all countries concerned. 

Blue book – Summary of the part 8 – Market Surveillance 

Principles of market surveillance

·  Market surveillance is an essential tool for the enforcement of New Approach directives.

·  The purpose of market surveillance is to ensure that the provisions of applicable directives are complied with across the Community. Citizens are entitled to an equivalent level of protection throughout the single market, regardless of the origin of the product. Further, market surveillance is important for the interest of economic operators, because it helps to eliminate unfair competition.

·  Member States must nominate or establish authorities to be responsible for market surveillance. These authorities need to have the necessary resources and powers for their surveillance activities, ensure technical competence and professional integrity of their personnel, and act in an independent and non-discriminatory way respecting the principle of proportionality.

·  Notified bodies should, basically, be excluded from the responsibility of market surveillance activities. This is to avoid conflicts of interest.

Market surveillance activities

·  Market surveillance involves two main stages:

· national surveillance authorities shall monitor that products placed on the market comply with the provisions of the applicable national legislation transposing the New Approach directives,

· subsequently, when necessary, they shall take action to establish conformity.

·  Although market surveillance operations cannot take place during the design and product stages, that is before the manufacturer has taken formal responsibility for the conformity of products, usually by affixing the CE marking. Efficient enforcement usually requires that surveillance authorities act in collaboration with manufacturers and suppliers in order to prevent the placing on market of non-compliant products.

Monitoring of products placed on the market 

·  The objective of monitoring products placed on the market is to verify that they comply with applicable directives at the moment when placed on the market and, if relevant, when put into service.
·  The EC declaration of conformity and the technical documentation provide the surveillance authority with necessary information about the product. 

·  To be able to monitor products placed on the market, surveillance authorities shall have the power, competence and resources: 

· to regularly visit commercial, industrial and storage premises,

· to regularly visit, if appropriate, work places and other premises where products are put into service

· to organise random and spot checks

· to take samples of products, and to subject them to examination and testing, and

· to require all necessary information.

Corrective actions

·  Before any action is taken, the party concerned must be notified and – unless the matter is urgent – given the possibility of being consulted.
·  The corrective action depends on the level of non-compliance, which has to be established on a case by case basis, and it has to be in accordance with the principle of proportionality:
· first, the manufacturer, or the authorised representative, should be obliged to make the product comply with the provisions and remedy the infringement,

· ultimately, where other measures have failed or they are not considered as sufficient, all appropriate measures shall be taken to restrict or prohibit the placing on the market and putting into service of the product in question, and to ensure that it is withdrawn from the market.

Complementary actions

·  Efficient enforcement of directives usually requires that surveillance authorities should:
· act in collaboration with manufacturers and suppliers,

· take appropriate action against the person who has affixed the CE marking to a non-compliance of the product, and

· have the possibility to warn persons who might be at risk, to destroy dangerous products and ban their export, to prohibit the use of such products, and to require the withdrawal of certificates.

