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Note agreed by Member States' Competent Authorities                                                 for Biocidal Products

This document is drafted in the interest of consistency of the implementation of Regulation (EU) No 528/2012 and with the aim of finding an agreement between Member States' Competent Authorities for biocidal products on a harmonised approach. Please note, however, it does not represent the official position of the Commission and 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.

Subject:
Approach for the renewal of some PT 8 products  
1.- Background and purpose of the document
(1) At the 25th meeting of the Coordination Group (CG) established under Article 35 of the BPR, a CG member raised a number of questions and concerns regarding the upcoming renewal of some PT 8 products. These matters concerned the practical approach to the renewal procedures and the related documentation for authorisations granted under the BPD, as these authorisations have the same expiry date as the active substance (AS) approval. Depending on the combinations of the ASs in the products (e.g. propiconazole, tebuconazole, IPBC), the deadlines for application for renewal of the product authorisations are 28 September 2018 or 28 December 2018.

(2) CG members agreed in that meeting that running the renewal of the ASs and products in parallel would lead to a lot of practical issues and that it would be more efficient and resource saving, both for Member States (MSs) and applicants, to renew the products after the renewal of the ASs has taken place. CG members agreed referring this matter to the CA meeting for further discussion and agreement.
(3) At the 76th CA meeting in January 2018 document CA-Jan18-Doc.4.4 was discussed with MSs and Industry representatives. At that meeting, the CA meeting supported the overall principle of renewing the products after the renewal of the AS approval. MSs and Industry representative submitted further comments on that document after the 76th CA meeting and further discussions took place at the 77th and the 78th CA meetings in March and May 2018, respectively. 
(4) This note aims at proposing an approach for the renewal of some PT 8 products for which the expiry of the authorisation is the same
 as the expiry date of the AS approval.
2.- Relevant provisions in the BPR, Regulation 492/2014
 and agreed way forward 
(5) Article 31 of the BPR concerns the renewal of purely national authorisations (i.e. those granted in one MS only).

(6) Regulation 492/2014 provides rules for the renewal of national authorisations granted through the mutual recognition (MR) procedure, which at the time of the application for renewal, fulfil the eligibility criteria referred to in Article 1(2) and 1(3) of that Regulation. 

(7) The table below summarises the key provisions in Article 31 of the BPR and in Articles 2, 3, 4 and 5 of Regulation 492/2014 that are relevant for this note:

	Subject
	Article in 

the BPR
	Articles in 

Reg. 492/2014

	Deadline for application
	31(1)
	3(1)

	Content of the application
	31(3)
	2

	Acceptance/Validation of the application
	31(4)
	3

	Suspension of the evaluation
	31(6) & 30(2)
	4(2) 

	Extension of the authorisation
	31(7)
	5(4)


(8) Overall, the agreed approach involves the following steps:

(a) Applicants shall submit their application for renewal of product authorisations at the latest 550 days before the expiry date of their authorisation(s).

(b) At the time of the submission, the application should include the elements
 requested under Article 31(3) of the BPR or Article 2 of Regulation 492/2014, as appropriate. 

(c) Following the acceptance/validation of the application for renewal of the relevant product, it should be considered by the MS responsible for the assessment as requiring a full evaluation.  In accordance with the provisions of Article 30(2) of the BPR, that MS would have to suspend the assessment until the additional information required to complete the evaluation is submitted.
(d) Provided that an application for renewal has been submitted and accepted/validated, MSs should also grant a renewal for the period necessary to complete the evaluation in accordance with Articles 31(7) of the BPR and 5(4) of Regulation 492/2014, as appropriate.

3.- Practical implementation

3.1.- Relevant active substances
(9) The agreed approach will only apply to products containing the ASs sulfuryl fluoride
, propiconazole, tebuconazole, IPBC and K-HDO.

	Active 

Substance 
	Expiry Date 
	Deadline for application for renewal according to BPR (550 days before expiry)

	Sulfuryl fluoride
	31/12/2018
	Deadline already over

	Propiconazole
	31/03/2020
	28/09/2018

	Tebuconazole
	31/03/2020
	28/09/2018

	IPBC
	30/06/2020
	28/12/2018

	K-HDO
	30/06/2020
	28/12/2018


(10) There is a number of PT8 ASs that were approved under the BPD but for which the suggested approach is not relevant, namely those
 for which there is no authorised product according to R4BP.

(11) There is also a number of ASs for which all the authorised products already have an expiry date after the expiry of the AS approval
. This should allow applicants to properly prepare for a sequential renewal of the products containing those ASs. Other products expire 1-2 years before the expiry of the AS approval
 since one of the ASs in the product is (or has later become) a candidate for substitution (CFS) in accordance with Article 10(1) of the BPR.  These products are then already not synchronised with the AS expiry date, and they will undergo an evaluation for renewal before the AS renewal dossiers are submitted. Hence it will not be necessary to apply the suggested approach to these products
.

(12) It is also agreed that the suggested approach is not applied to products containing borates
 as the AS approvals were originally given under the BPD for 10 years and due to the exclusion criteria, most of the MR authorisations granted under the BPR were limited to 5 years (and thus triggering an earlier application for renewal of the authorisations  in all MSs). 
(13) The renewal of creosote, which also fulfils the exclusion criteria, is already on-going, and is not contained by the suggested approach in this paper.

3.2 Timeframe
(14) Most of the affected PT8 products contain more than one AS, and these ASs may have different expiry dates. The application for product renewal must be submitted 550 days before the expiry date of the authorisation, which under the BPD normally corresponded to the earliest expiry date of any of the contained ASs.  

(15) Annex 1 to this note provides for a timeframe
 for the ASs propiconazole and tebuconazole. Assuming as a worst-case scenario the need for a full evaluation of both ASs and biocidal products, the current authorisations for products containing propiconazole and/or tebuconazole should be prolonged until 28/07/2025. A similar approach could be applied to products containing IPBC and/or K-HDO (but not containing propiconazole and tebuconazole) but taking into account that the expiry date for these ASs is 92 days later. Hence, the current authorisations for products containing IPBC and/or K-HDO should be prolonged until 30/10/2025.  

(16) Since some of these ASs meet the exclusion criteria, the renewal process of the approvals should be limited to the minimum time necessary in order to conclude, as soon as possible, on the need to keep those ASs on the EU market. On the other hand, if a non-full evaluation of the AS was necessary and, therefore, the evaluation would be finished earlier (in the above example 28/06/2020, see Annex 1), the procedures for products renewal should be reinitiated earlier upon the decision on renewal of the ASs. 
(17) It has to be noted that, as soon as the relevant CA has completed the evaluation of the application and when taking the national decision on the renewal of the authorisation, the involved CAs will have to repeal the extension of the authorisation
 and will set the new expiry date within 5 or 10 years, as relevant, from the date of that decision. In other words, in case of failure by applicants to complete the applications for product renewal in due time, the products should not be allowed to stay on the market until 2025.
3.2 Submission and acceptance/validation of the applications 
(18) At the time of the submission of the application for product renewal, applicants will have to submit all the information referred to in Article 31(3) of the BPR or in Article 2 of Regulation 492/2014, except the applicant's assessment of whether the conclusions of the initial evaluation remain valid and any supporting information. This will be submitted at a later stage (see section 3.3 below), as it must take into account the outcome of the renewal of the AS(s) approval(s).

(19) Therefore, the submission of the rest of the required information would be sufficient for the acceptance/validation of the application by the receiving MS(s). 

(20) Article 31(4) of the BPR and Article 3(4) of Regulation 492/2014 also require that the relevant fees are paid before the application is accepted/validated, which is a mandatory step to move the application to the evaluation phase. If following the outcome of the AS renewal an applicant decided to withdraw the application for renewal of a product, that applicant could ask whether any reimbursement of the fees paid is possible in accordance with the national fee legislation of MSs.

3.3 Submission of the information needed to complete the evaluation 
(21) Following the entry into force of the Implementing Regulation on the renewal of the approval of the relevant AS(s), applicants will have six months
 to complement their original applications for renewal of the products. For that purpose the applicant will have to submit:

(a) The applicant's assessment of whether the conclusions of the initial assessment remain valid and any supporting information, taking to account any new conditions deriving from the renewal of the AS approval(s) and any relevant applicable guidance
.

(b) Where the applicant considers in the above-mentioned assessment data generated in the context of the renewal of the AS that i) is protected in accordance with Article 60(2) of the BPR and ii) is relevant to demonstrate that the conditions in Article 19 of the BPR are still satisfied, a letter of access to that data.
(c) For procedures under Regulation 492/2014, where relevant, information on any applications for a change submitted in the involved MSs since the initial application for renewal
.

(d) An updated version of the draft SPC (in English
) taking into account the above elements under a) and, where relevant, c).

(22) Pursuant to Article 67(4) of the BPR ECHA will make publicly available the assessment report of biocidal products (PAR). Following the renewal, a fully consolidated PAR would provide a clearer overview of the life-cycle of the authorisation and would also facilitate further MR-S procedures. Therefore, in the course of the renewal procedure applicants are encouraged to cooperate with the reference MS (refMS)
 in order to produce a fully consolidated PAR ready for dissemination after the renewal
.

4. Consequences of a possible revised classification for propiconazole

(23) Following a RAC opinion
, the REACH Committee recently agreed on an amendment of Annex VI to the CLP Regulation, including the revised harmonised classification for propiconazole as "Toxic for reproduction, Category 1b (Repr. 1B)". This classification will result in the AS meeting one of the exclusion criteria. 

(24) Once the amendment of Annex VI to the CLP Regulation will entry into force, this classification will become legally applicable approximately 18 months after and will also apply to the products on the market. Since the revised classification was agreed on 20 February 2018, it will probably have a date of application in February 2020. The affected propiconazole containing products will therefore have to apply the new classification and labelling, as well as the associated regulatory consequences under the BPR
 (e.g. removal of the general public as a user category) before the renewal of the products. 
Annex 1 – section A
Estimation of the necessary period of time to complete evaluations and take decisions on applications for renewals of active substance approvals (propiconazole and tebuconazole)
This worst-case timeframe is based on the calculations and assumptions made regarding the renewal of the PT14 anticoagulant rodenticides. In the description below, it is assumed a full evaluation of both ASs and products sequentially.

· T0 = 28/09/2018: Deadline for submission of the last applications for renewal for propiconazole and tebuconazole.
· T1 = T0 + 30d (Acceptance by ECHA) = 28/10/2018

· T2 = T1 + 365d (time of assessment by the eCA) + 180d (stop of the clock) = 28/04/2020
: submission of the dCAR and recommendation for renewal to ECHA.
· T3 = T2 + 90d (submission window of ECHA) + 270 d (time to deliver an opinion) = 28/04/2021: submission of the opinion by ECHA to COM. 

· T4 = T3 + 240d (time to prepare the decision of renewal and for its formal adoption) = 28/12/2021.

· T5 = T4 + a six-month margin in case of consultation on Article 5(2) derogations or any unforeseen issue = 28/6/2022.

In case of a limited evaluation, the eCA should submit the dCAR to ECHA (T2) by 28/04/2019 and ECHA should submit the opinion to the Commission (T3) by 28/10/2019. The decision on the renewal (T4) would then be expected by 28/06/2020 (with no extra 6-month margin).

Annex 1 – section B

Estimation of the necessary period of time to complete evaluations and take decisions on applications for renewals of product authorisations (products containing propiconazole and/or tebuconazole)

· Decisions on the renewals of the AS approvals are expected by 28/06/2022.

· Applicants will have six months following the entry into force of the Implementing Regulations on the active substances renewals to complement their original applications ( 28/12/2022.

· The evaluating body (e.g. refMS in case of Reg. 492/2014) will have 365 days for the evaluation and to produce an assessment report (AR) and a draft SPC + 180d (stop of the clock) ( 28/06/2024.

· In case of applications under Reg. 492/2014, cMSs will have 90 days for agreement on the SPC proposed by the refMS ( 28/09/2024.

· The refMS and cMSs will need 30 days to take the national decision on renewal ( 28/10/2024.

· Taking into account that products under Reg. 492/2014 can be subject to the procedures in Articles 35 to 38 of the BPR, a margin of 9 additional months shall be taken into account to cover these possible situations ( 28/07/2025.
In case of a limited evaluation of both the AS (by 28/06/2020) and the products, the refMS should finish the evaluation and submit the assessment report and draft SPC to the cMSs by 28/06/2021. The decision on the renewals would then be expected by 28/07/2022, still considering any possible procedure under Articles 35 to 38 of the BPR.

� 	MSs could also consider applying the agreed approach to products having an expiry date shortly (e.g. 3 to 5 months) after the expiry date of the relevant AS(s), as applicants would also need a 6-month period to address the outcome of the renewal of the AS (see section 3.3). 


� 	Commission Delegated Regulation (EU) No 492/2014 of 7 March 2014 supplementing Regulation (EU) No 528/2012 of the European Parliament and of the Council as regards the rules for the renewal of authorisations of biocidal products subject to mutual recognition.


� 	Except the applicant's assessment of whether the conclusions of the initial assessment remain valid and any supporting information (see section 3.3 for further details).


� 	The applications for renewal of the products have already been submitted, thus refMS (Sweden) may decide on whether it is necessary to apply the agreed approach and to use article 31(7) of the BPR. 


� 	Clothianidin, etofenprox, thiamethoxam, thiabendazole, tolylfluanid, DCOIT, copper (II) oxide, copper hydroxide, DDAC, chlorfenapyr and fenpropimorph.


� 	Dazomet (active substance expiry date 31/07/2022, currently authorised products expire in May 2024). Hydrogen (active substance expiry date 1/10/2024, currently authorised products expire in May 2027).


� 	Bifenthrin (active substance expiry date 23/01/2023, currently authorised products expire 28/07/2020), DDA Carbonate (active substance expiry date 1/02/2023, currently authorised products expire 09/03/2022).


� 	There are also active substances that only exist in products together with other active substances that will expire first or fulfil the exclusion criteria, for instance basic copper carbonate, where all authorised products contain either propiconazole or tebuconazole. The same would apply to ADBAC/BKC (C12-16) where all products contain boric acid. 


� 	Boric Acid, boric oxide, disodium tetraborates, disodium octaborate tetrahydrate.


� 	Similar to the agreed approach for the anticoagulant rodenticides.


� 	See the agreed approach under document CA-March17-Doc.4.1.c – Final (Anticoagulant rodenticides: extension of the validity of the product authorisations for the period necessary to complete the evaluation).


� 	This means in practice that applicants will have more than 6 months to prepare the information needed to complete the applications since the relevant BPC opinions will be known a few months earlier.


� 	I.e. guidance that was applicable two years before of the date of submission of the information needed to complete the evaluation, as per document CA-July12-Doc.6.2d – Final (Relevance of new guidance becoming available during the process of authorisation and mutual recognition of authorisations of biocidal products).


� 	Regarding the handling of applications for changes during the renewal procedure, the principles agreed in Annex 3 to document CA-Sept14-Doc.5.2 – Final.Rev1 (Complementary guidance regarding the renewal of anticoagulant rodenticide active substances and biocidal products) will apply.


� 	As per document CA-Sept13-Doc.6.2.d – Final (Submission in EN of the proposed SPC in applications for mutual recognition in parallel and other regulatory procedures).


� 	RefMSs may request applicants to provide a consolidated PAR or to support their tasks to produce the consolidated PAR. However, applications for renewal will not be rejected where the consolidated PAR is not submitted.


� 	Applicants are also encouraged to submit a consolidated IUCLID file. However, applications for renewal will not be rejected where the consolidated IUCLID file is not submitted. 


� 	Available at � HYPERLINK "https://echa.europa.eu/documents/10162/723fe08d-2ec7-105b-51aa-05064bd91ac3" �https://echa.europa.eu/documents/10162/723fe08d-2ec7-105b-51aa-05064bd91ac3� 


� 	For further information, please consult document CA-Nov15-Doc.4.1-Final (Handling of changes to the classification and labelling of authorised biocidal products).


� 	Where relevant, this timelines might be impacted by the assessment of the ED properties of the active substance.  
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