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55th meeting of representatives of Members States Competent Authorities for the implementation of Regulation 528/2012 concerning the making available on the market and use of biocidal products 

12-13 March 2014
	1. Adoption of the agenda 
	For adoption

CA-March14-Doc.1
	


The agenda was adopted as proposed.
	2. Adoption of the draft minutes of the previous CA meeting
	For adoption

CA-March14-Doc.2 with comments from the UK, SE and Cefic
	


The minutes with comments from the UK, SE and Cefic were adopted.
	3. 
Draft regulatory measures
	
	

	3.1. Proposal for a Commission Regulation (delegated act) concerning the review programme
	For discussion

CA-March14-Doc.3.1-rev1

	


The Commission services presented the revised proposal of the new regulation on the review programme of exiting active substances. In particular, the objective was to define what is considered as being covered by the review programme, and to define clear rules on how to manage the review programme while covering all potential situations (redefinition, withdrawal, notification for taking over etc.). As far as possible, procedures already established in the BPR for the assessment of dossiers and the decision-making were followed.

Some editorial modifications were proposed by a few MSs. In relation to specific questions, the Commission services clarified that an active substance should only be listed in one category of Annex I to BPR (category 6, or in another category), to avoid any overlapping issues. In addition, in case a substance is included into Annex I to BPR, it is important to take also an active decision concerning its approval for each product-type for which it was included in the review programme (approval or non-approval decision), in order to trigger the (product-type specific) deadlines for companies to apply for product authorisation in accordance with Article 89. Furthermore, it was clarified that Annex II to this draft regulation on the review programme would be regularly amended over time, and that its part II would disappear, as its objective is to give a time-limited opportunity to stakeholders to support active substances that are currently not supported.

One MS asked to investigate whether the writing of the provisions set in Article 9(6)(a) concerning the proposal to be sent by the eCA on the harmonised CLP could be interpreted as preventing a MS from proposing a harmonised CLP which does not concern CMR or sensitizing properties. The Commission services indicated that their intention was not to limit the endpoints which a MS may cover in a CLH proposal, but to provide a time limit allowing any necessary CLH proposal to be processed in time for the assessment report peer review. They suggested adding a recital clarifying that Article 9(6)(a) is without prejudice to MSs possibility to include other endpoints than those mentioned in Article 36(1) of the CLP Regulation.
With regard to Article 23, one MS asked that the references to Regulation 1451/2007 should be without limitation to Annex II.
Participants were invited to send comments to the Commission services asked on the draft decision by 31/03/2014.
	3.2. Commission decision concerning the placing on the market for essential use of biocidal products containing copper
	For discussion

CA-March14-Doc.3.2

CA-March14-Doc.3.2a

	


The Commission services presented a summary of all the applications received, as well as the draft decision on the 2nd wave of applications. Some editorial corrections, including the description of product type 11, were requested in the draft decision.

A MS requested clarifications concerning the proposed expiry date of 31/12/2017 for the derogation in case no application is submitted and validated by 31/12/2014. The Commission services explained that a phasing out period longer than usual was proposed, in the light of practical difficulties to switch to alternatives in a short timeframe. This date was already set in the 1st decision.

The draft decision for derogation did not cover the disinfection of air conditioning system so far, as this was not part of the requests of any Member State. A MS indicated that this use was requested in its application. The Commission services will check bilaterally with that MS.

Finally, the Commission services indicated that a 3rd decision will be taken for the remaining applications, and considered that this 3rd decision would close this issue.

The Commission services also insisted that the application to support copper need to be submitted and validated by 31/12/2014 for the derogation to remain in place, and reminded industry representatives of this obligation.
	3.3. Commission implementing decision postponing the expiry date of approval of difethialone and difenacoum for use in biocidal products for product-type 14
	For discussion

CA-March14-Doc.3.3

	


The Commission services presented a draft decision to postpone the expiry date of approval of difethialone and difenacoum, in order to implement the way forward agreed last year concerning the renewal of anticoagulant rodenticides (CA-Feb13-Doc.5.2.b -Final - Anticoagulant rodenticides renewal.doc).

The Commission services explained that the new expiry date of 31/01/2017 was chosen in order to align the expiry dates of all anticoagulant rodenticides. One MS questioned whether the proposed deadline would provide sufficient time for applicants to be able to respond to the results of the ongoing study on risk mitigation measures for rodenticides since it is a complicated issue.  The Commission considered that there was no reason to extend beyond that date for the time being, and an additional extension could be decided later on if necessary. They also explained that the Commission is empowered to extend the duration of approval only after applications for renewal are submitted.

The Commission services also indicated that each MS will be responsible to extend the duration of the authorisations that they have granted. Some coordination would nevertheless be needed to ensure harmonisation.

Several MS expressed concerns regarding the practical consequences and the procedure for the management of the renewal of product authorisations following each extension of the expiry date.  
A MS also suggested that the Commission services should explore with ECHA a solution to update as automatically as possible in R4BP3 all authorisation expiry dates.

The Commission undertook to address these concerns in the next CA meeting.

Some MS and industry representatives asked for clarifications about the content of an application for renewal. The Commission referred to the policy document discussed last year (mentioned above), in which a letter of intention was normally sufficient together with the payment of relevant fees, and that the applicant would have to submit additional information once the results of the study on risk mitigation measures can be used (results available in the 2nd semester of 2014).

Participants were invited to send comments to the Commission services on the draft decision by 21/03/2014.
	4. Active substances
	
	

	4.1. Principles for taking decisions on the approval of active substances
	For endorsement

CA-March14-Doc.4.1
	


The Commission services presented the revised document for final endorsement.
Some MS expressed their disappointment and considered that their comments were not taken into account, in particular for the consideration of the exclusion criteria for endocrine disruption and the possibility to apply expert judgement on the criteria for which further guidance is necessary. The Commission was surprised, as it thought that comments were properly reflected in this updated version. An NGO shared the same concerns about the need to apply the interim endocrine disruptors’ criteria, possibly with expert judgement. It considered that the precautionary principle should not be forgotten on the matter, and asked for cleared deadlines for the establishment of the criteria to characterise endocrine disruptor. Another MS asked for a delegated act to modify the interim criteria to include also the consideration of expert judgement.

The Commission services reminded that they were also depending on the horizontal progress made on the establishment of the criteria, and that it was meanwhile important to set clear rules on the exclusion/substitution criteria that can be applied easily due to the existence of guidance. They also clarified that it was not possible to adopt a delegated act to have new interim criteria.

Some MS also asked for the addition of a reference to the conditions for derogation to exclusion under Article 5(2) of the BPR, and asked for some guidance for both applicants and the CAs.

Industry representatives questioned the basis for modifying the Annex III of the BPR to request, in the applications of products subject to comparative assessment, a critical review of the information gathered by ECHA during the public consultation, as well as an analysis regarding the technical and economic feasibility of substitution for substances subject to exclusion. The Commission services considered that this point was a non-issue, as such a requirement could anyway be put as a condition in each relevant approval decision. This requirement would rather be put as a general requirement in the Annex III to BPR in order to ensure more transparency and predictability for stakeholders.

After further discussion, an agreement was found about the writing of the references about the interim endocrine disruptors’ criteria, as well as on the reference to the expert judgement for the criteria that needs further guidance. With these modifications, the document was endorsed.
	4.2. Management of antifoulings
	For endorsement

CA-March14-Doc.4.2
	


The Commission services presented the revised document on the possible approach on antifoulings, highlighting the main changes compared to the previous version.

Some MSs proposed editorial modifications to the generic conditions of approval of antifouling active substances, which were not accepted as those conditions were already used in adopted approvals. Changing their writing would lead to a loss of harmonisation.  Changes were made to the explanatory text to clarify that the conditions would reduce risks.  The original text indicated that risks would be mitigated by the measures which would not necessarily be the case.
A few MS expressed remaining concerns about the conditions of the wearing of PPE by non-professional users. The Commission services explained that the objective of that condition was not to force MS to authorise product for non-professional users, but to ensure that when a product is authorised for these users, appropriate gloves are supplied at the same time.
One MS suggested that the statement in bold referring to Annex VI should be expanded to indicate that gloves may be acceptable as the only RMM, in some circumstances, for example when the active substance showed low potency skin sensitisation and level and frequency of exposure was low. The Commission acknowledged that this sentence would need to reflect the relevant guidance.  

Further editorial modifications were proposed such as the removal of tralopyril as a skin sensitiser, the addition of ‘where appropriate’ before paragraph 3 because it is believed that the use of an impermeable surface is not always practically possible (e.g. when treating a jetty) and wind direction (as well as speed) to be added to the ‘specific concerns identified on individual active substances’. Concerns were also raised by one MS in relation to safety data sheets and whether these can be made subject to additional requirements under the BPR as opposed to by amending Annex II of the REACH Regulation.
Industry representatives asked that the benefits of antifouling products are considered by MSs when deciding on their authorisation. According to their opinion, their impact on human or environment should not be the only elements considered, but also their economic impact, in term of employment for instance. 
An NGO suggested, and it was agreed, that a reference to the 2013 “Late Lessons from early warnings Volume 2” report by the European Environment Agency including one chapter on antifoulings and booster biocides should be made in the document.
Editorial suggestions were made to the document, which was eventually endorsed.
	4.3. MRLs
	For discussion 

CA-March14-Doc.4.3
	


The Commission services introduced a document that was developed as a thought starter for the breakout group discussions at the "European conference on MRL-setting for biocides" in Berlin, Germany on 18/19 March.  The document presents a list of questions to be discussed by the participants, grouped into three broad topics, i.e. how to decide whether it is necessary to establish MRLs for a certain substance and how to deal with dual/triple use AS and such that are only used in biocidal products, respectively. 

One MS pointed out that there are important differences in the approaches of maximum residue limit/level setting for plant protection products (PPP) and veterinary medicinal products (VMP) and that appropriate terminology should be used (maximum residue levels for PPP, maximum residue limits for VMP). They stated that biocides are used widely in food production, manufacturing and catering industries and during different stages (often multiple stages) of these processes. Therefore, it needs to be determined at which point monitoring should take place and who would be ultimately responsible for the control of residues and potential exceedences of a maximum residue limit or level under the BPR. They also pointed out that a balanced approach is needed between the reduction of biocide residues in food and the need to keep hygiene standards in food production (i.e. protection against microbial growth).

The Commission services detailed that the discussion should be about residues in general, and not only focus on the issue of MRL setting. Also other aspects like e.g. monitoring need to be looked at. This should also be kept in mind by MS for discussions at the conference. 

One MS inquired about whether the conference would also address issues like e.g. processed foods, which the Commission thought it should. 

Another MS detailed that MRLs for AS also used in biocides have existed in other areas for a long time, but that the important difference is that for these contamination is checked close to the source in raw materials. For biocides, this system would need to be adapted.
	4.4. Consolidated list of approved substances with reference to exclusion and substitution criteria
	For endorsement

CA-March14-Doc.4.4
	


The Commission services introduced document CA-March14-Doc.4.4, which explains the purpose of the list in the context of product authorisation, how the content has been generated and how this content will be kept up to date. The check of the accuracy of the content carried out by the rapporteur MSs through the CG was also mentioned.
Several MSs and Industry raised some concerns on the content of the list and how to handle certain cases where some criteria in the AR for Annex I to BPD inclusion are not the same as the last proposal submitted to RAC by the rapporteur MS. A MS also mentioned the potential implications of considering a substance as candidate for substitution not only in terms of the workload associated to comparative assessment but also in terms of potential restrictions to biocidal products as a consequence of that assessment. It was also mentioned that the table should display the same format for the new active substances as it does for the existing ones. 
MSs also argued that the list had a limited applicability because of its lack of legal status and of harmonised approvals.  

The Commission services reminded that the list does not set any legal status for the relevant criteria included in it but just provides a compilation of existing information in the ARs for active substance approval, which will be updated according to new RAC opinions or conclusions from the PBT Expert Group. The list also mentions the current CLH status of the substance regarding the submissions to RAC. MSs were invited to inform ECHA of any potential mistakes in the list which will be amended accordingly. Where necessary, some specific situations can be further discussed within the CG in order to ensure a harmonised approach.
The Commission services noted a wide support from MSs and considered the document as endorsed by the CA meeting. DE and UK asked the Commission to reflect in the minutes their reservations on the proposal outlined in the paper.
	4.5. Nano and  in-situ clarification
	For information
	


The Commission services reported on the actions taken to identify substances placed on the market as nano-materials and those generated in situ, as well as to clarify which of these are supported under the review programme.

	4.6. CLH and substance approval processes
	For information
	


The Commission services and ECHA reported on the consultations held with regard to the CLH submission process and the comments by Member States regarding the difficulties they face to meet these other obligations.
ECHA undertook to organise an ad hoc meeting to discuss this further and to explore possible ways of addressing Member States concerns.
	5. Biocidal products
	
	

	5.1.  Transition from national schemes to BPR authorisations
	For endorsement

CA-March14-Doc.5.1
	


The Commission services introduced document CA-March14-Doc.5.1 underlining the changes in it as a result of the comments submitted by FR and AISE.

Several MSs mentioned that for the sake of consistency with their current policies, the composition in terms of active substance(s) should be the same, that the new and the existing product should also have similar uses (e.g. wood preservatives) ) and that it should be one product for one product. 
Some MSs also welcomed the approach in the document as this can save resources for both CAs and applicants and requested that there must be a clear identification of the existing product or products linked to an application for product authorisation under the BPR. This could be the case of different existing products in one MS linked to an application for national authorisation or different existing products in several MSs linked to an application for Union Authorisation. In that respect, MSs proposed that a specific functionality in the R4BP3 should be developed to clearly list the existing products covered by an application.

Another MS requested a clearer statement in paragraph 9 mentioning that the new product cannot be placed on the market until it is formally authorised under the BPR.

Regarding the same composition in terms of active substance, industry representatives mentioned that sometimes the active substance approval can impose a maximum content in biocidal products and that this element should be compatible with the overall aim of this document and be seen as an exception that the products should have the same composition in terms of active substance.

The Commission services supported the above proposed amendments and the need for a clear identification within the applications submitted via the R4BP3 of the existing product(s) linked to the new product. As this functionality cannot be made available in the upcoming version R4BP3-1, this information can be provided by the applicant as a supporting document attached to the application.

With the proposed changes, the CA meeting endorsed the document.
	5.2. Composition of biocidal products and responsibilities of authorisation holders
	For discussion

CA-March14-Doc.5.2
	


The Commission services briefly introduced document CA-March14-Doc.5.2 proposing a harmonised approach concerning the question of whether authorisation holders should be expected to know the complete composition of the products they place on the market.

The Commission services indicated that the BPR required that applicants should know the complete composition of their products however, regarding authorisation holders, there was no other indications in the BPR than they should be aware of the active substances and substances essential for proper use of the biocidal product.

Two MS suggested that it should then be clarified that authorisation holders whether or not they know the complete composition of their products, would take full responsibility of what they place on the market. 

Another MS suggested to add further considerations on the obligation of the authorisation holders with regard to poison control centres and to expand on the obligations stemming from Article 45 of the CLP regulation in that respect.

The Commission services agreed to address these suggestions.

Two MSs indicated that they had a problem with the whole approach, as their current practice, under national rules, was to require authorisation holders to have knowledge of the complete composition of their products.

The Commission services took note of these concerns but doubted that this was really achievable as many products are based on premixes or mixtures provided by third parties, which would in most cases not be prepared to disclose the complete composition of their own formulation to the authorisation holders because they would consider such information as business sensitive.
Two MS explicitly supported the proposed approach and agreed that in the cases of premixes provided by third parties, the complete composition of these premixes could be submitted directly by these parties to the evaluating competent authorities during the evaluation process.

The Chair concluded the discussions and noted that the paper would be amended to address the suggestions made and that it would be proposed for endorsement at the next meeting.
	5.3. Implementation of Article 91
	For discussion 

CA-March14-Doc.5.3
CA-March14-Doc.5.3.a
	


The Commission services briefly introduced document CA-March14-Doc.5.3 as background information and the proposed amendments as reflected in the track-changes version of document CA-March14-Doc.5.3.a. The Commission also mentioned that in Annex II.B (MR in sequence), a MS requested in the margins of the CG to include a deadline for the submission of the relevant documents by the applicant (e.g. of two months following the product authorisation in the RefMS, as under the BPD). 
A MS mentioned its overall reservations with regard to the approach in the paper on Article 91 and that they would need more time to check the impact of the proposed changes. Some MSs also mentioned the references in Annex II to the submission of translations. In this context the Commission services clarified that the submission of translations should be managed in accordance with the note for guidance endorsed in September, which sets 7 days after the agreement on the SPC for the submission of the translations and also provides for some room for manoeuvre if the applicant and the CAs agree on an earlier submission. 

A MS suggested including in the document a mention regarding conditions to the authorisation to be met by the applicant at a later stage (e.g. stability tests, etc.). The Commission services mentioned that an authorisation can stipulate some conditions relating to the making available on the market of a biocidal product (Article 22(1) of the BPR) and this does not need to be explicitly mentioned in this paper.
A MS asked if the 45 days would be taken from the time allocated to the RefMS. The Commission services explained that the days would be extra time to the ones allocated to both RefMS and CMS.
Upon request from a MS, the Commission services clarified that according to paragraph 15 the RefMS should check with the applicant if he agrees on the handling of the application following a MRP or not. Another MS asked about the situation in those MSs where they only received an intention to submit an application for MR. According to the last subparagraph in paragraph 17, they can choose to follow either the MR in parallel or in sequence, and in both cases the proposed amendments in the document allow the CMS to receive the relevant information for the evaluation of the application (e.g. summary dossiers, etc.).
The Commission services noted the endorsement of document CA-March14-Doc.5.3.a with the change in point 1 of section B in Annex II (i.e. setting a deadline of two months for the submission of the relevant documents by the applicant).
	5.4. Comparative assessment  - Way forward
	Follow-up from previous discussions
CA-March14-Doc.5.4
	


The Commission services briefly updated the CA meeting on the latest developments within this field:
- For the sake of simplicity and document management the two endorsed CA documents on comparative assessment have been merged into a single document, which has been tabled for information (CA-March14-Doc.5.4- Final, consolidated version of CA-Sept13-Doc.5.1.f -Final & CA-Dec13-Doc.5.1.k –Final).

- Working group on comparative assessment within the CG: the CG has endorsed the mandate document for that WG, which will provide expertise on different fields such as human, animal and environmental safety, efficacy for non-chemical alternatives and economic or practical disadvantages. The CG has requested the WG to maintain the regulatory focus during the TGN drafting process in order to produce a pragmatic document which is compatible with the applicable deadlines for product authorisation or renewal, in particular for MR procedures. 

CAs and ASOs have already appointed a number of members to the WG and their first task will be to provide comments to the elements referred to in Article 23(3) of the BPR for which additional guidance is needed. The Commission services thanked a MS for the comments submitted on these elements after the last CA meeting.
- Obligations according to Article 23(2) of the BPR: In order to facilitate the requirements in this article, CAs are invited to send the results of any comparative assessment to ECHA via the functional mail box of the CG secretariat (biocides-coordination-group@echa.europa.eu). 

ECHA will then upload these results on a specific confidential folder within the CG space on Circabc and will send an e-mail to all CG contact points. CG members can also activate the automatic notification system so they can receive an e-mail when a new document is uploaded. That folder will be further structured by PTs, active substances, etc.

The Commission services emphasised that this procedure is particularly relevant in the context of the following elements mentioned in the consolidated document CA-March14-Doc.5.4- Final:

- In the context of MR procedures, CMSs will receive the conclusions of the RefMS as soon as they are available and have more time to look at them in order to start, if necessary, the complementary comparative assessment at national level (see paragraph 9).

- Regarding the use of conclusions from a previous comparative assessment carried out for the authorisation or renewal of a biocidal product for the same uses (see paragraph 15).
- Concerning consistency among different applications, as the specific folder within the CG space will compile the results on comparative assessment sent by any MS (see paragraph 44).
The Commission services thanked the first MS to have carried out a comparative assessment for having followed the agreed harmonised approach and for the format and content of their report, which will be made available to MSs following the above procedure. 
Another MS asked for some clarification on the public consultation referred to in Article 10(3) of the BPR, which refers to both approval and renewal of active substances. The Commission services mentioned that there is an on-going discussion with ECHA to provide a web based tool or functional mail-box to receive information on alternatives becoming available after the end of the public consultation. Then, they can be considered in the context of comparative assessment both by applicants and CAs.
	5.5. Questions on letters of access
	For information
	


This point was postponed to a future meeting.

	5.6. Report on risk mitigation measures for rodenticides
	Presentation from consultant

CA-March14-Doc.5.6*
	*Made available on Circabc after the meeting


The consultant leading the project, Dr. Philippe Berny, made a presentation on the current status of the project and the next steps towards the final report to be delivered to the Commission.

The Commission services will make the presentation available on Circabc (i.e. within the folder for the 55th CA meeting) and will also forward to CAs an e-mail sent by the consultant in February asking for any specific national policy on anticoagulant rodenticides.
	5.7. Classification and labelling of biocidal products
	For information

CA-March14-Doc.5.7
	


Two MS had concerns over information contained in paragraph 8 of the document concerning P-Statements and risk mitigation measures, which concludes that CLP label elements should be omitted from CLP product labels on the basis of risk assessment.  CLP sets out the criteria to be used in selecting P Statements to appear on a product label, and risk assessment does not form a part of these.  CLP is a hazard- and not risk-based regime, and the difference between hazard- and risk-based selection of label elements is an important topic in CLP. 
One of these two MS added that it was important that a policy conclusion regarding biocidal products should not set an unwelcome precedent that risk-based labelling is acceptable under CLP.

The Commission services confirmed that the paper had been considered and approved as acceptable by both CARACAL and the biocides CA, which the MS concerned noted and accepted.
	5.8. Report from Coordination Group
	For information
	


The Commission services reported on the outcome of the 4th CG meeting held in Brussels on 11 March 2014. Anna Nordberg from the Swedish CA is the new chairperson and Joost van Galen from the Dutch CA is the vice-chairperson. The CG has also endorsed its rules of procedure, working procedures and templates for submission of disagreements to the CG, and will be made available on Circabc in the interest group Coordination Group.

The agreed list of conclusions and actions arising from the meeting will be made available on Circabc very soon.    

	5.9. Status report on notifications made in accordance with Article 4(4) of the Directive
	For information
CA-March14-Doc.5.9
	


The Commission services provided an overview of document CA-March14-Doc.5.9.

	5.10. Risk Mitigation Measures for PT18 products
	For discussion

CA-March14-Doc.5.10
	


A presentation was made by ANSES (French Agency on Food, Environment and Heath Safety) which has launched a project on the risk mitigation measures applicable to insecticides. ANSES informed participants that a questionnaire would soon be send to Member States on the matter and invited them to reply to it.
	5.11. Authorisation of skin sensitizers for the general public
	For discussion

CA-March14-Doc.5.11
	


The Commission services introduced document CA-March14-Doc.5.11 and pointed out that it was linked to the issues to be addressed in the context of agenda item 4.2.
Regarding the possibility of looking at the availability of alternative biocidal products of less concern, most MSs supported this approach, but pointed out that it should not be a formal comparative assessment. The Commission services agreed that it would not formally be a comparative assessment as laid down in Article 23 of the BPR, as skin sensitization on its own was not a criterion of substitution. 

A MS raised some concerns on the legal basis for the consideration of existing alternatives when authorising these specific products, as this particular consideration is not followed in the normal authorisation process. The Commission services mentioned that this element has to be considered within the specific context of paragraph 63 of Annex VI to BPR where evaluating CAs would need to justify why they deviated from the default approach set under paragraph 63.
Several MSs requested additional guidance on the regulatory management of these products through MR, as the availability of alternatives can be different in the RefMS and in the CMSs (e.g. the product can be considered as necessary in the RefMS and not in a CMS, or vice versa). Such guidance would also address potential inconsistencies that might occur in terms of different decisions arising from different procedural routes (e.g. purely national vs. MR) within a given MS.
Regarding the justification of the deviation from paragraph 63 in Annex VI to BPR, several MSs suggested an alternative wording in the document (e.g. responsibility for taking a decision vs. burden of the proof), also underlining that the burden of the proof remains on the applicants' side.  
The Commission services agreed that CAs have to rely on the information submitted by the applicant within the dossier for product authorisation. However, the evaluating CA has the responsibility to justify why the product is authorised for the general public departing from the general approach set by paragraph 63 in Annex VI to BPR. 
The Commission services asked for written comments by April 4th and undertook to present a revised version of the document for endorsement at the next CA meeting.
	5.12. Biocidal product families
	For information

CA-March14-Doc.5.12
	


The Commission services presented document CA-March14-Doc.5.12 which was developed for the workshop organised by CEFIC and AISE on biocidal product families. 

The chairperson then invited Member States and stakeholders to reflect on the approach proposed in the paper and the Coordination Group to discuss it at a forthcoming meeting.
	6. Treated articles
	
	

	6.1.  Comments received from stakeholders
	For discussion

CA-March14-Doc.6.1
	


The Commission presented a paper summarising a number of comments received by various stakeholders on treated articles. One common theme of these comments were the problems posed by BPR provisions on treated articles, which cover that biocidal treatment that do not lead to residues, or that occur during the production  process and only result in minor residues that do not have a biocidal effect in the final product. These were considered to have negative impacts on importers who can only use EU-approved active substances, and on all persons placing products on the market, who have to comply with the information requirements to consumers (Article 58(5)), but are not able to receive appropriate information through the supply chain.

One MS stated that they have done a study to check whether companies are aware of their obligations in relation to treated articles, which was often not the case, especially for importers. However, some companies were aware of their obligations and able to ensure compliance. As the provisions on treated articles were brought in to ensure safety, they should be maintained, as compliance seems feasible. Another MS agreed that legal requirements should be upheld and added that it would be a political question whether the principle should be weakened to facilitate international trade.

One MS re-iterated known concerns about the interpretation of Article 58 in relation to complex articles, adding that although existing guidance should not readily be changed wherever industry cite compliance problems, it needs to be recognised when it is impossible for companies to comply, as this jeopardises the success of the biocidal products regime. The companies found to be able to comply may be major players, but SMEs may face much greater problems in this respect. In relation to the request of the American Chemistry Council (ACC), the coverage of biocidal treatments during production of complex articles may need to be re-considered. However, the establishment of a concentration threshold for residues was considered as unfeasible.

Another MS gave an initial response to the document that existing legislation should be implemented, but that requirements need to be feasible to fulfil. They acknowledged that treatments in the production of complex articles may indeed cause problems in this respect. However, this should not be taken as a reason to abandon this approach completely, as more information should be available to consumers, and the system to spread such information should be further developed. They considered that a balanced solution is needed. Concerning the ACC requests, they also considered that the coverage of biocidal treatments during production of complex articles could be re-discussed, and that a threshold would raise more problems than providing solutions. The third point on an acceptance mechanism for treated articles between USA and EU would need consideration, but is probably a political issue that cannot be addressed by the CA meeting. 
One MS stated that applying a different provision to imported complex articles would undermine the objective of achieving a level playing field regarding treated articles made available on the EU, as forbidden active substances could be used in imported complex articles and not in similar articles produced in the EU.

One MS suggested a different way forward by defining priorities for the first years in dealing with treated articles. The implementation should focus on treated articles that need to be labelled according to Article 58(3) and on articles that have been treated in their final form. The requirements in Article 58(5) should be restricted to such articles.
The Commission asked for comments to be sent by 4 April.
	6.2. Interplay between Annex XVII to REACH and article 94 of the PR
	For information

CA-March14-Doc.6.2
	


	6.3. BPR transitional measures relevant for food contact materials
	For information

CA-March14-Doc.6.3
	


The Commission provided two documents for information on the above issues that have been sent as response to stakeholder inquiries but may be of general interest.

	6.4. Classification and labelling of treated mixtures
	For information

CA-March14-Doc.6.4
	


The Commission services presented a question received from industry concerning the applicability of the conditions set in some approval regulation of skin sensitizing active substances, related to treated articles. In particular, industry wanted some clarification concerning its application to mixtures treated with biocides.

The Commission services proposed that the measure should only be applicable to “articles”, and not “mixtures” treated with biocides considering that the rules on labelling of mixtures containing skin sensitizing substances are already covered by the CLP Regulation EU n° 1272/2008. Some MS expressed the need for further analysis. One MS indicated that the CLP Regulation contains sophisticated rules on for the labelling of mixtures.
Another MS argued that the labelling requirements according to the CLP Regulation do not have the same quality as the requirements of article 58 (3) of the BPR. It explained that for certain product-types the additional information in accordance to the BPR could be of great value. Thus, it proposed that mixtures should not be per se excluded from this measure.
Participants were invited to send further comments to the Commission services on the draft decision by 4 April 2014. 
	7. Horizontal matters
	
	

	7.1. Survey on MS fees
	For information
	


The Commission services reported that they were still working on the survey and that some Member States still had to adopt their new systems of fees, to cover, in particular new tasks required by the BPR.

	7.2. Confidentiality claims check (with some clarification on dissemination)
	For discussion 
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ECHA presented their proposed approach for carrying out the assessment of confidentiality claims, highlighting also the support provided by ECHA to the MSCAs. 
A number of questions were raised concerning the proposed approach, including on the timing for concluding an assessment, the option that in some cases two decisions could be taken on a confidentiality claim, and the responsibility and remedies for a decision on a confidentiality claim. 
The Chairman invited written comments by 4 April 2014.
	7.3.  Guidance note on the concept of placing on the market
	For information
	


This point was postponed to a future meeting.
	7.4. IT developments
	For information
	


ECHA presented the new functionalities of R4BP 3.1 which should be released on 16 April 2014, the timelines and foreseen scope for R4BP 3.2 and the timeline for the SPC generator. Some comments were made by Cefic (wishes for an e-mail notification system and for enabling applicants to attach more than one document to an application) and Austria expressed the need for training on using R4BP.

ECHA also reminded participants that a meeting of the IT user group will take place in Helsinki on 15 April 2014 and encouraged MSs to send a representative.
	7.5.  e-consultation, informal advice, request in accordance with Article 3(3), HelpEx
	For discussion
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ECHA presented their proposal on HelpEx and e-consultations in which ‘questions of general scope’, such as interpretation questions and scope issues, are discussed between the BPR national helpdesks (NHDs), the Commission and ECHA on HelpEx. 
The proposal was well received. To ease information flow among the BPR NHDs and their CAs, the CAs may request for read-access to the tool via the appointed NHD correspondents. ECHA will provide the CAs these contact details via the Commission. It was also agreed that ECHA will report to the biocides CA meetings the relevant discussions that have taken place on HelpEx to ensure the flow of information to the CAs.
In a reply to A MS, the Commission services explained that it was important that Article 3(3) requests should be made via the Permanent Representation of the MS to ensure that such requests would reflect the view of that MS and not solely that of its competent authority on biocidal products. The Commission added that it would be of particular importance on borderline matters, which may require the input from different authorities within a Member State.
In conclusions, the Chairman noted that HelpEx would be used from that point onwards for consultations between MSs and invited MSs representatives to contact their NHD correspondents to get a read access to HelpEx to enable them to follow consultations taking place under HelpEx.
	7.6. Mutual recognition agreement with Switzerland
	For information
	


The Chairman informed the meeting of the state of discussions with Switzerland. 
In reply to a question, the Chairman clarified that until a new agreement is in place, companies based in Switzerland should be considered as any other company from a third country, with the consequence that they can not be an authorisation holder in the EU, nor be listed as active substance or product supplier in the list to be established in accordance with Article 95 of the BPR.
	8. Requests for opinions
	
	


No items were discussed under that section of the agenda.
	9. Enforcement issues
	
	

	9.1. Article 24 report
	For information
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The Commission services introduced the document. They invited Member States to check the information provided therein and indicated that the report would be released after the next CA meeting

The Chairman invited those Member States having not yet contributed to the report to do so as soon as possible.

	9.2. Notifications of national penalties
	For information
	


The Chairman reminded Member States of their obligation to notify to the Commission of national penalties for infringement of the provisions of the BPR.

	10. New policy developments which may affect the biocides regulatory framework
	
	

	10.1. Commission recommendation establishing guidelines for the distinction between feed materials, feed additives, biocidal products and veterinary medicinal products
	For information

	


The Chairman informed that there had been no new developments and that disinfectants for animal drinking water were currently under the scope of the BPR and would remain so, until a possible amendment of the feed additives Regulation.
	10.2. Consumer product safety and market surveillance of products
	For information
	


The Chairman drew again the attention of MSs to two Commission proposals on consumer product safety and market surveillance of products, the latter in particular, as they have some links with the BPR.
	10.3. Draft Regulation on the prevention and management of the introduction and spread of invasive alien species
	For information
	


The Commission services informed that a draft Regulation to prevent the spread of invasive alien species is currently under negotiation at Council and Parliament level (Proposal COM(2013) 620 final), and invited MSs to follow the discussion, as reference to the biocides legislation is made. As other micro-organisms regulated by sectorial legislations, micro-organisms used as biocides are excluded from the scope of that draft Regulation.
	11. International Matters
	
	


No items were discussed under that section of the agenda.
	12. AOB
	
	

	12.1. List of Competent Authorities and other Contact Points


	For information
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The meeting took note of the list.
	12.2. Next meetings

	For information


	


The Commission services informed those present at the meeting that the next CA meeting will take place from 14 to 15 May. The July CG meeting will be hosted by the Italian CA in Rome on July 9th, in connection with the meeting of the OECD Task Force on Biocides meeting on July 10th.
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