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Biocidal Products Regulation 

Euratex Amendments – 2nd Reading
Euratex welcome the proposal for the revision of the BPD and its transformation into a regulation. This will contribute to a European harmonisation. We are particularly pleased that the revision makes a positive proposal toward accepting the principle of no discrimination between articles imported and EU produced
Labelling Requirements: new article 57 (3)(4), old Article 47 (3) & (4)

In view of achieving a level playing field we support in principle the proposal to label bioactive modified textiles and hope that this will ease the enforcement role of the Authorities. The latter can only be achieved if the labelling requirement goes beyond the simple information’s to consumers and add the “authorisation number “into its list of criteria. 
Moreover, according to article 47(4) the producer of a treated article is not able to lay claim to any Biocidal properties. It is inconceivable from our view point that a marketing claim cannot be made while efforts have been made to improve the properties of a product. In addition, the active substance in the biocidal product as described in Art 47 (4) is not intended to be released, resulting in a more environmental friendly treated article. 
Add Article 57(3) (e): authorisation number of the bioactive substance

Add Article 57(4) (c):  authorisation number of the bioactive substance  

Article 57 (4) delete sentence: The label of such a treated article shall not lay claim to any biocidal property 

Scope and Definitions

Euratex also holds the view that the whole process must be limited to the approval of the active substance, and the authorisation of the biocidal product, and not to the treated article. By restricting the authorisation to the active substance/biocidal product, the proposal will address positively a fundamental issue that carries an unnecessary cost for the treated article producers and by the same token aligned the BPR with another EU Regulation (EC) 1907/2006, namely REACH. To achieve that it is imperative that some definitions are clarified and made more consistent. 

Definition of Biocidal Product : To the question “ does the combination of an article and an active biocide fall under the scope of the Regulation?” the current dominant view in the Council and the EP tends to believe that if the biocidal active substance is released from the related article to control harmful organisms outside the treated article or if it is intended to control only organisms that are not harmful to the treated article, the article or the material in question has the function of a delivery system and shall be considered as a biocidal product that must be authorised. This means that all articles marketed in all essentials for other purposes than biocidal will need to be authorised.  This would create an unmanageable administrative burden both for industry, in particular SME’s, and the Competent Authorities handling the dossiers.

Article 3 (1) (a): delete “article” from the definition

Definition of Treated Article:  It is imperative that the BPR is fully in line in its approach with that of REACH by requiring the same definition of an “article”. Under Article 3(1) (l) treated article is defined as “any substance, mixture or article ….” However, article 3(2) defines article under the meaning of Regulation (EC) 1907/2006 as “an object which during production is given a special shape or design which determines its function to a greater degree than does its chemical composition”. Consequently, substances and mixture cannot be assimilated to an article and vis-versa in the meaning of Regulation (EC) 1907/2006. The outlined inconsistency between the two definitions will create confusion and a burden on both industry and competent authorities.

Furthermore, article 3(1)(l) defines “treated article” as an article which has been treated with or intentionally incorporate one or more Biocidal products. This approach is over simplistic and does not take into account when the biocidal product no longer remains on the final article at the end of the production process. It will also be misleading to label the article as outlined in article 47.   
Article 3(1)(l): delete “…substance and mixture…” for consistency with the proposed amendment for 3(1)(a)

Article 3(1)(l): add a sentence “ articles that have been treated with a biocidal product during their production but where no residues are expected to remain in those articles from such treatment shall no be considered “treated articles” in the meaning of article 3(1)(l). 

Article 2(5): new (c) “articles that have been treated with a biocidal product during their production but where no residues are expected to remain in those articles from such treatment 
Definition of Primary Intention: EURATEX would like to insist on the need to define “the primary function of a treated article” in the BPR i.e. has “treated socks” a primary function of killing bacteria? We are convinced that as an article, the primary function of a sock is still   being a textile article covering the feet, and the secondary function, is to avoid growth of bacteria. As long as the primary function of an article is not defined in the legal text, there will be room for different interpretations and border line cases which should be avoided. 

Introduce new Article 3 alinea: Primary intention of a treated article means the protection of human life and health, animal health and welfare or of articles against harmful organisms without any other intention of a higher or equal value.
Annex 5 -Product Category 9

Moreover, the Textile and Apparel Industry has in the past frequently pointed out that the categories in the Catalogue of Product Categories do not correctly represent all of the biocidal uses within textiles i.e. avoiding the settlement of micro organisms on the textile, without focussing on the protection of the textile fibre as such. It is the settlement of pathogens and/or odour which should be prevented in this case.

In many textile applications the biocide used hampers the growth of micro organisms on the surface of the textile, which is neither for the protection of the fibre (PT 9) nor an effect like described in PT 2. Companies are actually acting in a "grey area", because the biocides are only authorised for PT9, but not for PT2! The chemical industry does apply for an authorisation for PT9 only, and argue that the fulfilment of the requirements needed for an authorisation under PT2 would not be achievable. To this end a rewording of PT9 as suggested below is necessary to avoid the prejudice imposed on textile companies. 
Product Category 9: add the following to the text “This does include agents which antagonize the settlement of micro organisms (e.g. pathogenic germs and those developing odour) on the surface and therefore hamper or avoid the development of odour and/or offer other kinds of benefits.” 
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