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NOTE FOR GUIDANCE

This document is an attempt to provide guidandbeéninterest of consistency, and has
been drafted by the Commission services resporfsibl@ocidal products with the aim
of finding an agreement with all or a majority betMember States' Competent
Authorities for biocidal products. Please note, eoer, that Member States are not
legally obliged to follow the approach set outhistdocument, since only the Court of
Justice of the European Union can give authori@iiverpretations on the contents of

Subject:

Union law.

Optimisation of the renewal process of anticoagulant rodenticides

1.- Background and purpose of the document

(1)

(@)

3)

The renewal of the approvals of anticoagulant actiubstances and of the
authorisations of the biocidal products containihgse substances will be
handled in parallel in accordance with documents-FeA13-Doc.5.2.b —
Final' and CA-Sept14-Doc.5.2-final.Re¥/(see Annex 1).

On the occasion of these renewals the conclusiérttieoreport onRisk
mitigation measures for anticoagulant rodenticiddee RMMs report) will
have to be taken into consideration, which is etgukcto result in
amendments to the product authorisations accotditige recommendations
in that report.

Document CA-Novl4-Doc.5.2 proposes that anticoaguleodenticides
placed on the market after the date when the ATEhéoCLP Regulation
comes into force, shall be labelled in accordanitle the new classification,
as the new hazard is more severe. Should the ressifitation impact on

! Note for guidance on “Substance approval and ywbduthorisation renewals of the anticoagulant
rodenticides”, available dittps://circabc.europa.eu/w/browse/386abfea-55&Ba31-fod4f6ceafla

2 Note for guidance on “Complementary guidance ndigg the renewal of anticoagulant rodenticide
active substances and biocidal products”, availatblbttps://circabc.europa.eu/w/browse/9c57a733-
6bb5-4dad-b3f4-23a5c25a8ad8
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the validity for non-professional users, CAs wilie to take formal actions
in accordance with Article 48(1)(a) and (3) of BeR in order to restrict the
products to professional use only, or where relgvaancel the product
authorisation.

(4) As a result of the potential consequences of the @&L and the renewal
process, CAs could have to review and amend afwigni number of
product authorisations twice, if no action is takestreamline the process.

(5) Taking into account that Article 48 provides no ¢ime for MSs to take
appropriate actions, a margin of discretion is leftthem, which in the
current case, could be used to ensure that themetof the C&L process is
handled in conjunction with the renewal process.

(6) This document provides a way forward to addressattmve situation and
conclude the renewal process within the shortestlines.

2.- Agreed way forward

(7) With a view to optimise the whole renewal procedsaaticoagulant
rodenticides and address the C&L issue, it wilheeessary to speed up the
renewal process of both the active substance apjsroand product
authorisations, including the comparative assesstodne carried out at EU
level.

(8) The dates established by document CA-Septl4-DetiriaR for the
extension of the validity of the active substanepgrovals (i.e. 30 June
2018) and product authorisations (i.e. 31 Augug02@re the result of worst
case estimations. Therefore, these dates shoultbfidered as a "safety
net" to cover possible exceptional cases and withiew to avoid new
additional extensions, but not as the target tineslifor the whole renewal
process.

(9) In addition, considering that:

(@) Anticoagulant substances meet the exclusion aitéxit according to the
conclusions from the RMMs report, they are stiltegsary to maintain a
satisfactory control of rodent populations withim antegrated pest
management approach,

(b)  There is probably little additional knowledge whicbuld be acquired by
requesting additional or new data on the occasminghe substances
approvals and product authorisations renewals,

(c) The RMMs report is based on a comprehensive rewiewhe current
methods available to control rodents, it discugbespros and cons of
these methods and proposes detailed RMMs to beemgited both at the
active substance approval and product authoriséiais,

(d) The main issues to be discussed within the ren@natess are these
RMMs.
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(10)

(@)

(b)

(©)

(d)

(€)

(f)

The following course of action was agreed to revibese substances and
products without delay (see annex 2):

As in particulat required in document CA-Sept14-Doc.5.2— Final.Revl
applicants will have to provide by 31 July 2015riical review of those
conclusions of the RMMs report of relevance to rthmibstances and
justifications that at least one of the conditi@es$ out in Article 5(2) of
the BPR is met, to justify that the approval of #utive substance may be
renewed. The renewal process of active substarmddsbe completed

by 31 December 20%Gnd should concentrate on the discussions of the
proposed RMMs based on the content of the RMMsrtegad on the
input of the applicants.

The comparative assessment of all anticoagulargntarides should be
done at the EU level, after the BPC opinions onrdmewal of the active
substances are made available (see document CA4NDwt.5.3 for

further details).

With a view to complement the RMMs to be appliedhim the active
substances approvals, the Coordination Group shaldd discuss in
parallel to the active substances renewal protessscommended RMMs
to be implemented at the product authorisationestagl further elaborate
the proposals for harmonised SPCs of the RMMs tepdris set of
harmonised SPCs should be agreed at the CA medtBgptember 2016.

By 28 February 2017, the applications for renewdltlee product
authorisations shall be completed

The evaluating CAs will have to produce an assessneport and a draft
harmonised SPC taking into consideration the elésnehthe substance
renewals, of the comparative assessment and the &Tkhe CLP
Regulation relating to anticoagulant rodenticidg$b August 201%

For those applications falling under the scope @fiRation 492/2014, the
refMS and all the CMSs should have renewed theymtoduthorisations
by 31 December 2017.

For full details of the data required for theeeal of anticoagulant rodenticides active substasee
section 2.1 of docume@A-Septl4-Doc.5.2— Final.Revl

This target would be in line with a "non-full dwation" scenario.

The tasks related to the critical review of teeammendations from the RMM report can be started
well in advance, so this phase would be in pradiipéed to the submission of the administrative
information linked to applications falling underetiscope of Regulation 492/2014 (e.g. name of the
refMS, list of agreed changes, etc.) and the haisedrdraft SPCs.

This target would be in line with a "non-full dwation" scenario.
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Annex 1: agreed approach for the renewal of active substaard product authorisations of anticoagulantniicides.

Original expiry dates of AS approvals and BP authorisations

Difenacoum Flocoumafen
Chlorophacinone Brodifacoum
Bromadiolone Warfarin
Difethialone Coumatetralyl Warfarin sodium
2013 2014 2015 2016 2017 2018 2019 2020

Applications for

renewal submitted at —

least 550 days before Approval of all ASs to be extended until 30/06/18 (Art. 14.5 BPR) - worst case

expiry dates (both for |

ASs and BPs
) All PAs to be extended until 31/08/20 (Art. 31.7 BPR) - worst case

[} ] 1

Renewal of  Submission Renewal of
all ASs  of data for all PAs
PA renewal
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Annex 2: Optimised renewal process of anticoagulant rodelgs.

Active substances

BPC opinions Decisions on
Last applications for on renewal renewal of
renewal of ASs & BPs of all ASs all ASs
by July 2015 by June 2016 by Dec 2016
2014 2015 2016 2017 2018 | 2019 | 2020

pd

S &

N

~

7 N

Harmonised SPC
(CG) by June 2016

Biocidal products

tdd

EU comparative

assessment
by April 2017

Submission RefMS AR &  All PAs renewed

of additional draft SPC by
data for PA August 2017
renewal by

Feb. 2017

by December
2017
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