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Note for discussion with Competent Authorities for Biocidal Products 

Subject:
Treated articles
This document is an attempt to provide guidance in the interest of consistency, and has been drafted by the Commission services responsible for biocidal products with the aim of finding an agreement with all or a majority of the Member States' Competent Authorities for biocidal products. Please note, however, that Member States are not legally obliged to follow the approach set out in this document, since only the Court of Justice of the European Union can give authoritative interpretations on the contents of Union law.
1. Background and purpose of the document
Concerns were raised by various stakeholders (trade and industry associations, third country governments; see document CA-March14-Doc.6.1) that the current interpretation of the BPR provisions on treated articles as laid down in the Note for Guidance
: will pose serious practical problems for business operators. 
To allow successful implementation of Article 58 of the BPR, it is necessary to ensure that it is practically possible for business operators to comply with the rules, and for enforcement authorities in the MSs to assess compliance. Therefore the Commission has critically reviewed the interpretation currently provided in the Note for Guidance and proposes the following understanding and approach for the implementation of Article 58, which is considered appropriate to maintain a high level of consumer protection while at the same time decreasing the burden on business operators.

2. Proposed approach

Article 3(1) (l) of the BPR defines a treated article as '…any substance, mixture or article which has been treated with, or intentionally incorporates one or more biocidal products'. As indicated in Article 58 (2) to (4), the provisions of Article 58 apply to treated articles in the form in which they are placed on the EU market (in the following also referred to as "finished goods"). 

The notion of "intentionally incorporating" in the context of Article 58 seems to imply that the incorporation of a biocidal product is made with the intention to confer a biocidal property (or even a biocidal function) to the treated article. Such an intentional incorporation would thus lead to a beneficial and desired effect in the finished good (e.g. protecting it from bio-degradation during storage or use). Following this notion of "intentionally incorporating", it is appropriate to exclude biocidal treatments or incorporation of biocides in a substance, mixture or article, or individual constituents thereof, which were made in the course of manufacturing merely in order to perform a specific biocidal function at that stage of the process, but which will not have an intended function in the finished good as placed on the EU market. 
In the case of "complex" articles made up of different components and/or materials, it is unlikely that the incorporation of a biocidal product concerns uniformly all components/materials. Nevertheless, one or several individual components/materials of a complex article may incorporate a biocidal product, and the biocidal property conferred to these components/materials may still be beneficial for the finished good as such (e.g. by increasing overall durability of the complex article). Such complex articles should also be regarded as treated articles. 

3. Criteria to identify treated articles

In practice, the decision whether a finished good is a treated article will have to be taken principally on two levels: firstly by the person responsible for placing the good on the EU market (typically the manufacturer or the importer), and secondly by the enforcement authorities responsible for checking compliance with the rules applicable to a certain good. Indications whether a biocidal treatment has an intentional biocidal effect in a finished good can come from the criteria listed below. They can be used on both of these levels, but probably to varying extents, as not all the relevant information may be available on each of these levels. A decision on whether a good placed on the EU market intentionally incorporates a biocidal product and thus is considered a treated article will always have to take into account all characteristics of the article (including claims) and any available knowledge on the biocidal treatment made during production.
Important elements to consider for such a decision are:
i) Claims concerning a biocidal property or function of the finished good or part thereof: 

Claims on a finished good have an important role in indicating the intentional presence of a biocidal active substance that exerts a beneficial and indented effect.
In all cases where a claim concerning a biocidal function of a finished good is made, it is evident that the presence of a biocidal active substance in the finished good is intended by the manufacturer. Such goods will always be considered treated articles, if, based on their overall characteristics, they do not qualify as a biocidal product themselves.
Also a claim on a biocidal property (i.e. that the finished good is protected against bio-degradation) clearly indicates an intentional presence of a biocidal active substance in the finished good. Moreover, also more implicit claims not directly referring to a biocidal action but e.g. concerning an increased durability or anti-odour properties of a textile can be taken as an indication that the presence of a biocidal active substance in the good is intentional. In this case, the good would be considered a treated article unless the manufacturer/importer can present convincing justification that the claimed property is not due to the biocidal treatment that has led to the presence of the biocidal active substance.
If a biocidal active substance is present in the finished good, the absence of a claim does not automatically imply that the presence of the substance is unintentional. In these cases, other criteria like the available knowledge on the biocidal treatment made during production, on the uses and effective concentration of the active substance present, its concentration, need to be considered to decide whether the the finished good qualifies as a treated article.

ii) The PT of the biocidal product used for the treatment: 
Knowledge about the biocidal treatment and the biocidal product used for this purpose, including the PT it is authorised for, are the best source of information to determine whether the presence of a biocidal active substance in a finished good is intentional or not. However, if a biocidal active substance is present in a finished good, and no information is available on the biocidal treatment that lead to this presence, the PT(s) for which an active substance is approved in the EU may give indications about whether its presence is intentional or unintentional (see table below). 

	PT1 (human hygiene disinfectants)
	Any chemical substance, mixture or article containing AS that fall into this PT are likely to be classed as biocidal products due to their use and the nature of the biocidal effect.  

	PT2 (disinfectants)
PT3 (veterinary hygiene products)
PT4 (food and feed area disinfectants)
	Chemical substances or mixture containing active substance that fall into this PT are likely to be classed as biocidal products due to their use and the nature of the biocidal effect.  

The incorporation of biocidal products of this PT in an article generally indicates an intended effect in the final good, and such articles, if not biocidal products by themselves, would qualify as treated articles* 

	PT5 (drinking water disinfectants)
	Any chemical substance, mixture or article containing active substance that fall into this PT are likely to be classed as biocidal products due to their use and the nature of the biocidal effect.  

	PT6 (preservatives for products during storage)
	Biocidal products of PT6 are widely used to preserve products during storage. If the preserved good goods (a chemical substance or mixture or an article) itself is placed on the market it qualifies as a treated article. 

Chemical substances and mixtures containing an in-can preservative may however be further used as ingredients in the manufacturing process of other finished goods. If the in-can preservative of such an ingredients has no further intended biocidal function later in the finished good, the residual presence of preservatives stemming from preserved ingredients should not qualify the finished good as a treated article. 
Also solid components used in the manufacture of a complex finished article may incorporate a PT6 preservative. In such cases it needs to be considered whether the preservation is relevant only during storage of this component (and not later in the finished article), or whether the preservation is also beneficial during the storage and possibly use of the finished article. In the first case, the finished article does not qualify as a treated article. In the latter case, the finished article would have to be considered a treated article.

	PT7 (film preservatives) 


	The incorporation of biocidal products of this PT in a chemical substance or mixture or an article generally indicates an intended effect in the final good and such articles would qualify as treated articles*

	PT8 (wood preservatives)
	Biocidal products of PT8 (wood preservatives) will usually be used with the intention to provide long-term preservation of the wood, which would continue to be effective in the finished  good, which would thus qualify as a treated article. 
Exceptions to this may be PT8 biocidal products used at saw-mill stage or during initial storage, which only serve to protect the wood at this stage from harmful organisms (e.g. short-term preservation of freshly cut wood with fungicides to prevent the discoloration caused by blue stain forming fungi until further processing), or curative treatments of wood before being manufactured into a finished good. Articles made at a later stage from wood that has undergone such treatments should not be considered treated articles.  

	PT9 (fibre, leather, rubber and polymerised materials preservative)
PT10 (construction material preservatives)
	The incorporation of biocidal products of this PT in a chemical substance or mixture or an article generally indicates an intended effect in the final good and such articles would qualify as treated articles*

	PT11 (preservatives for liquid-cooling and processing systems)
	Biocidal products of PT 11 are likely to be used mainly in closed systems. Any traces of the active substance in finished goods produced in the facility using them should be considered unintentional and thus do not qualify the good as a treated article.

However,  preserved cooling or processing liquids as well as systems containing them, have to be considered treated articles when they are placed on the market. 

	PT12 (slimicides)
	Biocidal products of PT12 are used in industrial processes to control slime growth at certain stages. Any traces of the active substance in finished goods should be considered unintentional and thus do not qualify the good as a treated article. However, any liquids, fluids etc. containing slimicides, when placed themselves on the market, have to be considered treated articles.

	PT13 (working or cutting fluid preservatives)
	Cutting or working fluids are used at certain stages of the production process. Any traces of the preservative of such fluids in finished goods should be considered unintentional and thus do not qualify the good as a treated article. However, any working or cutting fluids containing preservatives, when placed on the market, have to be considered treated articles.

	PT14-17, 20 (vertebrate pest control)
	Any chemical substance, mixture or article containing active substance that fall into these PTs are likely to be classed as biocidal products due to their use and the nature of the biocidal effect.  

	PT18 (insecticides)
PT19 (repellents and attractants)
PT21 (antifouling products)
PT22 (embalming and taxidermist fluids)
	Chemical substances or mixture containing active substance that fall into this PT are likely to be classed as biocidal products due to their use and the nature of the biocidal effect.  

The incorporation of biocidal products of this PT in an article generally indicates an intended effect in the final good, and such articles, if not biocidal products by themselves, would qualify as treated articles*


*For some of these PTs, minor uses that only have a limited biocidal effect at an early or intermediate production stage may be possible; in such cases it is up to the person responsible for placing a good on the EU market to provide justification to this effect. 

iii) The concentration of the AS in the final article:
The use of some biocidal products in certain production processes is likely to leave only traces, of biocidal active substances in the finished good. Preserved chemical mixtures that serve as ingredients for products will typically be diluted during production, so that the remaining concentration of in-can preservatives in the finished good is likely to be below the range where they would be effective. The presence of such low, non-effective, concentrations of a biocide, together with the absence of any other indication that their presence in the finished good is intentional, may provide an indication that the finished good should not be considered as a treated article with regard to those active substances. 
However, there may be cases where a biocidal active substance is present in a finished good at a concentration at which it could potentially exhibit biocidal activity, but this presence is still due to a use in an upstream step in production and the activity is neither intended by the manufacturer nor beneficial for the final article (e.g. the remaining presence of an in-can preservative in a dried glue or paint layer in/on an article, where preservation of the dried matrix is no longer required). In cases where an active substance in sufficient concentration to be active is present in an article or in a part thereof, it needs to be decided on a case-by-case basis, taking into account the nature and features of the article (including claims) and knowledge on the biocidal treatment made during production, whether the finished good qualifies as a treated article or not with regard to those active substances.
The above criteria may be applied equally to finished goods manufactured in the EU, or such imported from non-EU countries. In the latter case, however, the available information on biocidal treatments made during manufacture may be less available and the onus is on the importer to provide justification that the presence of a biocidal active substance present in the good is not intentional. Enforcement authorities may encounter finished goods that are imported from third countries and which contain a chemical that has potentially a biocidal activity, but is not approved, included in Annex I to BPR or under review as a biocidal active substance in the EU. In such cases, it will need to be decided in the first place whether this presence is due to a biocidal use of the chemical, or whether it has been used for other purposes than that. If a biocidal use is suspected or established, the above criteria, apart from criterion ii) concerning PTs, can be used as indications on whether the good should be considered as a treated article or not. The onus is on the person responsible for the placing on the EU market to justify that the chemical has not been used for biocidal proposes, or if it has, that the remaining presence of the active substance it in the finished good is not intentional and that it confers no intended biocidal property. In case the finished good does not qualify as a treated, the chemical having potential biocidal activity does not need to be approved as biocidal active substance/included into Annex I/under review in EU.
Treatments that do not confer a biocidal property to the finished good, but remove manifest infestations (e.g. disinfection of an article, fumigation with an insecticide), may lead to significant residues when done on the finished good. Such goods should also qualify as treated articles. However, treatments made on intermediate forms, or on individual components of a complex article or a mixture are excluded, unless these are themselves placed on the EU market (e.g. supplied to another manufacturer).
The table annexed to this document lists a number of examples illustrating the application of the above interpretation to different kinds of articles and mixtures.
4. Action required
The Commission services welcome the views and suggestions of MSs and stakeholders on how to address the above concerns while maintaining the objectives of the BPR to ensure protection of human health and the environment. 
ANNEX
Product examples 

	Treated article
	Not a treated article

	Article in which a disinfectant was incorporated to generate an  antimicrobial surface (e.g. chopping board or equipment in the production of foodstuff) 
	Components or intermediate forms which were disinfected (which are not themselves placed on the EU market)

	Kitchen sponge treated to inhibit microbial growth during use
	

	An article which has been disinfected (in the form as it is placed on the EU market) to render it sterile or reduce contamination
	

	Wooden article, or wooden components of a complex article, impregnated with an insecticidal wood preservative in order to protect it from becoming infested
	Wooden components of a complex article, or an intermediate form of a wooden article (which are not themselves placed on the EU market) treated with an insecticide (e.g. by fumigation) in order to remove a present infestation

	Wooden article treated with an insecticide (e.g. by fumigation) in order to remove a present infestation
	

	Speciality paper incorporating a preservative in order to protect the finished article during use such as anti-mould treated papers
	Paper made out paper pulp (cellulose)  incorporating a preservative in order to protect the pulp during storage in an aqueous solution before use in the manufacturing of finished paper; equally incorporation of a preservative in other intermediates such as starch, pigments, coatings or fillers during storage

	
	Paper resulting from a production process where slimicides were used in order to avoid slime development in the paper machine and in the process water system

	Mixtures like paints, glues, inks etc. containing an in-can preservative 


	Complex articles containing e.g. glues, inks, paints which had in-can preservatives added in order to protect them during storage, where these preservatives have no further function in the finished good

	Paints and coatings containing a preservative that extends the durability of the applied layer
	Paint containing an additive, and that additive had an in-can preservative added in order to protect its during storage, where this preservative has no further preserving function in the paint

	Complex articles containing e.g. paints, adhesives which contain a film preservative in order to protect the paint/glue layer during use of the article
	

	Leather goods (shoes, seats) incorporating a fungicide protecting the leather from decay
	

	Textiles, or textile components of complex articles, incorporating a preservative in order to increase durability of the fabric (also when used in multi-component articles)
	

	Textiles, or textile components of complex articles,  incorporating a biocidal product in order to control odour-forming bacteria (also when used in multi-component articles)
	

	Plastic articles, or plastic components of complex articles, incorporating a preservative that protects them against harmful organisms and increases durability of the material 
	Plastic articles or plastic components of complex articles, made of ingredients (monomers, polymerisation aids, etc.) which contained preservatives in order to protect them during storage and manufacture, where these preservatives have no further function in the finished good

	Fishing or aquaculture equipment and boats treated with antifouling products
	

	Stuffed animals, which have been impregnated with taxidermist fluids containing (e.g. insecticides or preservatives)
	


� CA-Sept13-Doc.5.1.e, Frequently asked questions on treated articles, endorsed by the CA meeting in September 2013, 
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