4
2

Document of the French delegation 

Mr. Olivier Pierre, Chief Inspector

General Directorate for Fair Trading, Consumer Affairs and Fraud Control

Ministry of the Economy, Finance and Industry

FRANCE

21 October 2002  
UNECE Forum on Market Surveillance

29 October 2002, Geneva

Session II- Cosmetic products
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Introduction 

Businesses wanting to market cosmetics and intimate hygiene products in French territory are subject to a series of obligations designed primarily to protect the consumer and to ensure free circulation of products within the EEC. These obligations are based on Act no. 98-535 of 1 July 1998 relating to reinforcement of health supervision and inspection of the health safety of products designed for human beings (Journal Officiel [JO] of 2 July 1998). This Act amended Book V of the Public Health Code, and its implementation decrees, which transpose the provisions of Directive 76/768/EEC of 27 July 1976 (as modified) relating to these products into French law.

1. DEFINITION OF COSMETIC PRODUCTS

A "cosmetic product" means "any substance or preparation intended for placing in contact with the various external parts of the human body (epidermis, hair system, nails, lips and external genital organs) or with the teeth and the mucous membranes of the oral cavity with a view exclusively or principally to cleaning them, perfuming them or protecting them in order to keep them in good condition, change their appearance or correct body odours".

Thus, this definition covers both the part where such products are applied and the purpose of their application.

2. REGULATIONS

2.1 GENERAL

The safety and conformity of cosmetic products marketed in the European Union are underpinned by rules on the liability of cosmetics professionals.

To comply with their regulatory safety obligations, those responsible for marketing cosmetics must commission a qualified person to assess their safety. Moreover, they must collect all data on these products and keep this information at the disposal of the competent authorities, who may inspect it at any time.

As regards the composition of cosmetics, this system combines lists of substances authorised for certain applications with lists of prohibited or restricted substances and considerable freedom to use other substances without further obligation than assessment of their safety in finished products. This system blends a high degree of safety with an innovation-led approach.

Cosmetics must be manufactured in accordance with best manufacturing practices. Manufacturers must report their activities to the supervisory authorities.

Incidents are inter alia minimized by the obligation to deposit product formulas at centres for the treatment of poisoning. Here each formula is stored confidentially in a sealed envelope, opened only when a product is believed to be connected with an incident and medical experts need the formula to determine the appropriate treatment.

Lastly, labels must always include the following consumer information: the name of the product, the party responsible for putting it on the market, directions for use and precautions, special warnings and a list of ingredients. 

2.2  THE “techniCAL FILE”

2.2.1 OBJECTIVE AND CONTENT

Professionals developing cosmetics for marketing purposes must ensure their safety and conformity.

A product "file" contains all documents needed to show that the product actually complies with the regulations.

Thus, it contains information about:

· harmlessness (data about ingredients, tests, opinions by qualified persons, etc.);

· safety (qualifications of the responsible persons stipulated in article 7 bis point c), packaging, directions for use, utilisation precautions, expiry date, etc.);

· conformity (data about ingredients and proportions, particularly when restricted substances are used, label);

· effectiveness (if appropriate: test of effectiveness or application, literature, etc.);

· information about negative side effects.

Harmlessness must be assessed by a party with the required authority and qualifications. Based on the characteristics of the ingredients, their penetration of the skin when part of a finished product, his or her professional experience, etc., this party must determine which tests, if any, are necessary to assess a product and so conclude whether it is harmless. The persons responsible for assessing harmlessness may refer to the guidelines developed by the Scientific Committee for Cosmetic and Non-Food Products, published by the Commission of the European Communities. This document also stipulates microbiological criteria.

2.3 Obligations REGARDING composition

The following obligations apply to the composition of cosmetics:

- certain substances are prohibited in cosmetics and intimate hygiene products because of their hazard for the consumer (this list includes, inter alia, human extracts and certain animal extracts capable of spreading bovine spongiform encephalopathy).

- certain substances are authorised subject to rules on percentages, types of finished products, information to be included in labels, etc.

- certain cosmetics effects may only be produced by means of substances authorised for this purpose, which are included in "positive" lists (all other substances with a similar effect are banned). This applies to colouring agents (except for hair), preservatives (bactericides and fungicides) and ultraviolet filters.

2.4 Obligations REGARDING MANUFACTURE

In addition to the obligation to use qualified employees for critical production jobs, manufacturers are obliged to apply best manufacturing practices. 

2.5 LABELLING

Information on containers or packaging must be written in French. 

This applies to:

· compulsory general information), i.e. the name of the product, the name or style of the party responsible for putting it on the market, the net quantity, the batch number, directions for use and utilisation precautions; 

· a list of ingredients; terms for cosmetics must be taken from the INCI (International Nomenclature of Cosmetic Ingredients). These terms are specified in the Inventory of Substances Used in Cosmetics published by the Commission of the European Communities.

When the party responsible for putting a cosmetic product on the market wants to keep the name of an ingredient confidential, he or she may request replacement of the INCI term on the packaging by an identification number. This exception is allowed only when omission of an ingredient from the label does not create danger for the consumer;

· mandatory warnings or utilisation precautions when a product contains certain substances; 

· special notices on products containing alcohol or included in spray cans.

2.6 PRESENTATION

Cosmetics that can be confused with foods, particularly by young children - e.g. because of their presentation - must not present a danger due to such confusion, especially such hazards as suffocation, poisoning or perforation or obstruction of the alimentary canal.

Prior authorisation is required when advertising that a cosmetic or intimate hygiene product helps to diagnose, prevent or treat diseases, disorders belonging to surgical pathologies and physiological disorders, or to diagnose or alter the physical or physiological condition, or to heal, correct or modify organic functions. 

No cosmetic or intimate hygiene product may be presented as possessing properties to cure or prevent diseases (...) since this is the definition of medical drugs.

MISCELLANEOUS

Lastly, as a very general rule, cosmetics are subject to the laws and regulations on fraud control and misleading advertising:

· product advertising, especially of essential qualities, beneficial active ingredients and expected results, must be based on fact;

· products may not mislead the consumer, particularly as to their nature, essential qualities, composition, beneficial active ingredients, quality, fitness for purpose, inherent utilisation risks, inspections, directions for use or necessary precautions.

3. INSPECTION

There are two main types of cosmetic inspections. The first is to inspect the file in order to check that the product specifications are sufficiently safe (formula, choice of container, model of label, distribution method, etc.). Once specified, a product is manufactured, packaged, stored and distributed. These operations must be carried out in accordance with the "file" specifications in order to ensure health safety. This second type of inspection is conducted at the sites where products are manufactured, packaged, etc. and at importers and distributors.

The basic training of inspection officials must cover the ground needed for "file" inspections. Officials must further attend vocational training courses in order to keep up their expertise in this sector, continually introducing new ingredients and test methods. They have the investigation powers needed to inspect documents but not manufacturing and production operations. They have authority to seize any document needed for expert assessment. In return, they have the obligation to maintain the confidentiality of information obtained in the performance of their duties.

Inspections are conducted routinely and in response to incidents.

Businesses continually develop and market new products. "Files" must therefore be inspected as a matter of routine at regular intervals, whose length is geared to the size and the commercial drive of the company concerned and the confidence it inspires in the experience of the inspection officials. 

Moreover, special inspections are conducted in response to consumer complaints about negative effects believed to be due to the use of a given product or at the request of the competent authorities of other States.

Lastly, large-scale enquiries into precise regulatory aspects are planned to get an overview of their situation at any given moment.

3.1 INSPECTION OF "files"

Inspection does not mean expert assessment – particularly toxicological assessment – of each product included in a file. Inspections are primarily intended to verify compliance with the assessment procedure. In case of doubt, inspection is followed by more comprehensive expert assessment.

Regulation of the harmlessness of cosmetics relies on the qualifications of the party responsible for assessment and compliance with specific rules on the use of certain substances. Thus, "file" inspection begins with verification of compliance with the regulations on product composition, the existence of documents setting out the procedure used by the assessment expert and the existence of documents showing the harmlessness of the product - data on ingredients, their penetration of the skin when included in finished products, a list of possible risks (particularly in view of the target public and the type of product concerned), reasons for conducting or not conducting tests, etc. - and the qualifications of the assessment expert.

When some of these data are missing or the available information makes it doubtful whether the product is harmless, an expert assessment may be in order. Depending on the required level of expertise, the assessment may be carried out by the inspection official himself or herself or be entrusted to an expert or a group of experts forming a scientific committee. 

Samples may be taken for analysis to verify certain product characteristics.

3.2 PRODUCT INSPECTION

3.2.1 "PRODUCTION" inspection (manufacture, IMPORTATION from a third country)

Declaration of production sites and importers in the EC Community makes it possible to keep a list of businesses operating in the territory of each Member State. 

The frequency of on-site inspections depends on the same criteria as the frequency of file inspections. Site quality assurance certificates may also be taken into consideration.

Inspections at companies cover all or part of the following aspects:

· the qualifications of the parties responsible for manufacture, packaging, importation, etc.

· application of best manufacturing practices (impossible to check for imported products);

· product composition (verification, on site and in the accounting documents, of the conformity of ingredients with the product formula and with composition regulations);

· product labelling;

· verification of container filling procedures (net quantity);

· safety (directions for use, safety of packaging, etc.).

It must be possible to take samples for analysis to verify certain product characteristics.

3.2.2 DISTRIBUTION INSPECTION

Distribution inspections are mainly designed to verify the following:

· labels;

· advertising;

· presentation to the consumer;

· distribution and retail conditions (particularly for bulk products and products mixed or handled by professionals – as in beauty parlours – or at the moment of sale).

4. PENALTIES

Depending on their gravity, offences are classified as serious and petty offences.

Serious offences are punished with two years imprisonment and a fine of € 30,000. This heading covers opening or operating units to manufacture, package or import cosmetics without prior declaration to Agence Française de Sécurité Sanitaire des Produits de Santé (French Agency for Health Product Safety). The same penalties apply when there are no accountable qualified persons and when formulas are not forwarded to centres for the treatment of poisoning. Offenders can further incur additional penalties, such as publication of the sentence and one or more public notices of their sentence, display of the decision, confiscation of the items used or intended for the offence or the proceeds from their sale, the shutdown (irrevocably or for at most five years) of units where an offence was committed, and the prohibition to manufacture, package, import or market cosmetics for a period of no more than five years.

Petty offences include non-conformities in the composition of products or lack of product files. They are punished with the fine charged for 5th-class infractions (€ 1,500 for every faulty product). Such violations may also be sanctioned by additional penalties, particularly confiscation of the products concerned.

Moreover, the marketing, whether or not for a financial consideration, of a cosmetic product whose container or packaging does not mention compulsory information is punished with the fine stipulated for 3rd-class infractions, i.e. € 450 for every faulty product.

5. ADMINISTRATIVE co-operation within the European community 

Administrative co-operation makes it possible to obtain information from the competent authorities of other EU Member States on the safety and conformity of products manufactured or imported in those Member States. This option is mainly exercised in the following cases: 

· presence of a prohibited substance or a regulated substance in doses or for a purpose not permitted by the EC directive;

· occurrence of a negative side effect when the product is used;

· reasonable suspicion of hazard in connection with the formula of a product or its choice of packaging, labelling, presentation, etc.;

· non-standard label.
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