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Note for discussion with Competent Authorities for Biocidal Products 

This document, drafted by the Commission services responsible for biocidal products, is an attempt to provide guidance in the interest of consistency on how Member States might approach certain issues. Please note, however, that Member States are not legally obliged to follow the approach set out in this document, especially with regard to enforcement of the legal requirements of the Biocidal Products Regulation, since enforcement is reserved for Member States, who are free to follow their existing custom and practice on enforcement.
Subject:
 Compliance with and enforcement of Article 95

1. Background
The first rules concerning the placing on the market of biocidal products were established by Directive 98/8/EC.  
That Directive in particular established a review programme (the review programme hereafter) to assess all active substances already on the market at that time (existing active substances) and ensure that they cause no unacceptable risks to human health, animal health or to the environment. This review programme is still on-going and expected to be achieved by the end of 2024.

As the Directive did not oblige companies to enter the review programme, some companies did submit data under the review programme with a view to get the active substance assessed and eventually approved, other companies placing the same active substance on the EU market did not. This resulted in an un-levelled playing field where some companies were supporting all the costs for the benefit of all (as companies not entering the review programme could continue to market an active substance supported under that programme with no costs related to its review).
This problem was recognised by the European Parliament and the Council and Regulation (EU) No 528/2012 (the BPR hereafter) contains specific provisions ensuring a level playing field. The BPR was published in June 2012 and came into application and replaced Directive 98/8/EC on 1 September 2013.

Recital 54 of the BPR explains that applicants that have invested in supporting the approval of an active substance […] should be able to recover part of their investment by receiving equitable compensation whenever use of proprietary information which they submitted in support of such approval is made for the benefit of subsequent applicants.
Recital 58 further specifies that a level playing field should be established as quickly as possible on the market of existing active substances, taking into account the objectives of reducing unnecessary tests and costs to the minimum, in particular for SMEs, of avoiding the establishment of monopolies, of sustaining free competition between economic operators and of equitable compensation of the costs borne by data owners. 
To achieve these objectives, Article 95 provides, in essence, that companies not involved in the review programme - but benefitting from the submission made
 – are required to either contribute to the costs borne by the participants in the review programme (by negotiating access to the data) or have their own data (or a combination). Furthermore, the BPR contains data sharing provisions (Articles 62 and 63 in conjunction with Article 95(3)) which oblige participants in the review programme (and companies not involved in that programme - but benefitting from the submission made) to make every effort to share data submitted for the purpose of that programme.
It is also important to re-call that these data will in any event have to be submitted for the purpose of production authorisation, when biocidal products currently subject to national rules during the transitional periods established by Article 89 of the BPR will eventually have to be authorised in accordance with the rules of the BPR.

According to Article 95, from 1 September 2015, biocidal products can no longer be made available on the market unless either the manufacturer or the importer of the active substance (the substance supplier hereafter), or the manufacturer or the person making available on the market the product (the product supplier hereafter) is included on the Article 95 list.  

To that effect, the European Chemicals Agency (the Agency hereafter) shall maintain a list of active substance suppliers and product suppliers, which are companies having either contributed to the costs borne by the participants in the review programme or having their own data, such as, in the first place, the participants in the review programme.

Lastly, it is important to recall that Article 63 of the BPR foresees that compensation for data sharing shall be determined in a fair, transparent and non-discriminatory manner between the data owner and prospective applicants, and more importantly, that the Agency shall be entitled to give the prospective applicant the right to refer to the requested data when no agreement is reached between the parties and when the prospective applicant has demonstrated that it has made every effort to reach an agreement.

In that context, it shall also be recalled that to facilitate the implementation of Article 95, the Commission and the Agency have developed practical guidance documents on data sharing and letters of access, which are in particular intended to support SMEs in the implementation of this provision of the BPR.

2. Issues
Firstly, at the 58th CA meeting held in November 2014, a Member State indicated that, according to a recent monitoring, 90% of biocidal products placed on its market were so far not compliant, raising the prospect of a large percentage of non-compliance on 1 September 2015.

UEAPME (the European Association representing SMEs) also wrote to the Commission to share their concerns regarding compliance and the lack of awareness among SMEs with regard to their obligations under the BPR, especially about Article 95 and the deadline of 1 September 2015.

Secondly, at the 58th CA meeting, some Member States requested clarification on how to conduct enforcement activities with regard to Article 95 and in particular on the documentary evidence that should be provided by companies.

Thirdly, it has been pointed out that Article 95 offers no period of grace for non-compliant biocidal products already placed on the market on 1 September 2015.

The purpose of this note is to provide an analysis of the different cases that may be encountered in the implementation of Article 95 and some suggestions to help enforcement and controls activities of Member States' Authorities.

3. Proposed way forward

a. Compliance

On compliance, it must be first emphasised that companies making biocidal products available on the market do not have to be listed by the Agency, if their supplier of the active substance is on that list. This implies that not all companies making biocidal products available on the market need to have themselves access to the data from the participant in the review programme or to submit their own data. 

For compliance two main scenarios may take place
.
Scenario A
When the active substance contained in the product is supported under the review programme by an active substance supplier, companies, being product suppliers, can simply switch to a source of supply, which is either:

· a participant in the review programme, or 
· an active substance supplier which has made a submission to the Agency under Article 95(2) , and has therefore shared the costs with a participant in the review programme and has obtained a letter of access from it, or has its own complete substance dossier (or a combination). 
Concerning the risk of establishment of monopolies that such change of source of supplies might hypothetically entail, it must be re-called that the BPR contains a very powerful mechanism of data-sharing. Where the prospective applicant is acting in good faith and making every effort to come to an agreement, this mechanism can only lead to data sharing, thus allowing other companies than the original participant in the review programme to have access to the data and to be able to remain on the market.

The scenario A described above should therefore address the case of the vast majority of biocidal products, which are those containing active substances supported under the review programme by active substance suppliers. For many, if not most, biocidal products compliance with Article 95 can effectively be ensured by switching to a supplier of active substance listed by the Agency.

Scenario B
When the active substance contained in the product is supported under the review programme by a product supplier, such as for instance some biocidal products containing commodity substances
, companies making available such products on the market would in most cases have difficulties to meet their regulatory obligations by simply changing their source of supply of the active substance (i.e. there is unlikely to be a manufacturer or importer of the active substance on the Article 95 list)
. Those companies will therefore have to make a submission to the Agency to be included on the Article 95 list. To do so, they can either:
· share the costs with a participant in the review programme and to obtain a letter of access from it, or 

· have their own complete substance dossier or a combination (letter of access and own data). 

Therefore, when the active substance is supported by a product supplier, as it the case for many biocidal products containing commodity substances, compliance with Article 95 can in most cases only be ensured by access to the data.

b. Enforcement

Several stakeholders, Member States and the Commission itself are concerned that many companies making available biocidal products may not be compliant on 1 September 2015.

These companies or their active substance suppliers may indeed:

· have completed the negotiations but be awaiting listing by the Agency
,

· still be negotiating access to the data, 

· still be preparing their own complete substance dossier,

· be in the process of changing their source of supply to one listed by the Agency,
· still be unaware of their obligations.

Furthermore, it should be recalled that, during the transitional period provided for by Article 89 of the BPR, biocidal products are subject to different regulatory regimes and made available on the market, as the case may be:
· subject to authorisation in accordance with the BPR,
· subject to authorisation in accordance with national rules,
· subject to notification pursuant to national rules,
· freely where no national rules apply.
Lastly, as exemplified by recent enforcement activities, products non-complying with either the BPR or national rules may still be illegally placed on the market.
These elements may call for a tailored approach of enforcement activities, where the priorities should be to check compliance of:

· those companies most likely to be unaware of their obligations and expected to be those making biocidal products illegally available on the market, and 
· those making biocidal products freely available on the market, where no national rules apply.

It is recognised that ensuring compliance for these products is likely to be more resource-intensive than for products subject, under national law, to either notification or authorisation, as it would require physical controls. They are however the ones for which the highest non-compliance rate is expected and would therefore justify the efforts.
For products subject, under national law, to either notification or authorisation, the relevant Competent Authority at national level would have the details of the companies placing the products on the market and would therefore be in the position to contact them. For these products, the Competent Authority dealing with the notification/authorisation system can for instance request companies to clarify in writing how they comply with their obligations. This could for instance be achieved by asking companies to fill self-declaration forms
, which could be made available electronically.  
In terms of evidence to be provided, it is suggested that a simple letter7 could be used as proof of supply. This letter should be issued by either the substance or product supplier included on the Article 95 list and should confirm that either the company included on the Article 95, or one of its affiliates or distributors, is the substance or product supplier. 

It is to be noted though that there could be cases where the company placing the product on the market, is either listed as substance/product supplier, or affiliated to or distributing for a company listed as substance/product supplier, but where the substance/product supplier would actually be a third party, such as a toll manufacturer, not listed on Article 95.
It is suggested that enforcement authorities should start as soon as possible with this action to raise awareness and collect information.

In a second phase, enforcement authorities may consider additional checks as a follow-up measure, targeting in particular companies not having provided their self-declaration.
c. Period of grace

Regarding the period of grace, Article 95 does not provide for any period of grace for non-compliant products which were already placed on the market on 1 September 2015, and made available throughout the supply chain. It is anyhow likely to be of secondary importance given the concerns expressed regarding the overall compliance rate.

Regarding the overall compliance, enforcement authorities have furthermore some margin of discretion to ensure compliance considering in particular:

· The lack of awareness of many non-compliant companies, which in many cases may be SMEs,

· The objective of Article 95, which is to achieve a level playing field, in terms of contribution to the costs of supporting active substances under the review programme.
It is therefore suggested that the first months after 1 September 2015 could be used to raise awareness among non-compliant companies of their obligations and to issue warnings rather than imposing immediate penalties. 
In case of non-compliance, enforcement authorities could issue a warning and require a proof of compliance to be provided within a given period of time
, which would give companies a last opportunity to comply before being penalised.

Should such a proof not be provided, the product should then no longer be available on the market and the national rules on penalties would then apply.
d. Placing of biocidal products on the market after 1 September 2015
For products to be placed on the market after 1 September 2015, persons making those products available on the market also need to comply with the provisions of Article 95(2), which will be subject to enforcement by the Member States. 

To that effect, for those Member States, which have a system of authorisation or a practice to require submission of information before products can be placed on their market, a proof of compliance could be provided to them before the placing on the market of biocidal products under the transitional rules provided for by Article 89 of the BPR.
� The main benefit is that by virtue of the fact that an application has been made to support an active substance, all manufacturers of that active substance and formulators of biocidal products containing that active substance can continue to also make it available it on the market, subject to national rules (see Article 89(2) of the BPR).


� For further information on making applications to be included in the Article 95 list, please see the “Guidance on active substance suppliers”, available from the ECHA website.


� The case of in situ generated active substance is not addressed in the document and will be the subject of another note.


� Commodity substances are substances produced in large quantities by different manufacturers and having a variety of other uses than biocides (e.g. ethanol).


� Only when companies do not manufacture themselves the product that they are making available on the market could they switch to a supplier listed by the Agency.


� These companies will nonetheless be on the ‘pending list’ of companies for which the Agency has received a request for Article 95 listing, which is being processed by the Agency. Such companies would also include those whose Article 95 application is based wholly or partly on a “permission to refer” granted by the Agency pursuant to Article 63(3) of the BPR which has been challenged by the data owner before the ECHA Board of Appeal. Given the “suspensive effect” of an appeal (Article 77(2) of the BPR) the Agency cannot finalise the Article 95 decision until the Board of Appeal has issued its decision.





� Templates for self-declaration forms and for letters of confirmation of supply are provided in document CA-May15.Doc.4.13-Annex. In any event, the national legislation shall be consulted as it may require more specific or different information


� For the purpose of fostering harmonised approached between Member States, a 6-month time period is suggested.
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