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Review report for the active substance permethrin

Finalised in the Standing Committee on Plant Health at its meeting on 13 July 2000
in support of a decision concerning the non-inclusion of permethrin as active substance in
Annex I to Directive 91/414/EEC and the withdrawal of authorisations for plant protection

products containing this active substance

1. Procedure followed for the re-evaluation process

This review report has been established as a result of the re-evaluation of permethrin, made in
the context of the work programme for review of existing active substances provided for in
Article 8(2) of Directive 91/414/EEC concerning the placing of plant protection products on the
market, with a view to the possible inclusion of this substance in Annex I to the Directive.

Commission Regulation (EEC) No 3600/921 laying down the detailed rules for the
implementation of the first stage of the programme of work referred to in Article 8(2) of
Council Directive 91/414/EEC, as last amended by Regulation (EC) No 1972/992, has laid
down the detailed rules on the procedure according to which the re-evaluation has to be carried
out. Permethrin is one of the 90 existing active substances covered by this Regulation.

In accordance with the provisions of Article 4 of Regulation (EEC) No 3600/92, ACI
International on 30 July1993, Elf Atochem on 26 July 1993, FMC Europe NV on 27 September
1993, Helm AG on 23 July 1993, B.V. Luxan on 21 July 1993, Marubeni UK plc on 23 July
1993, Mitchell Cotts Chemicals Ltd. on 14 July 1993, United Phosphorus on 26 July 1993 and
Zeneca Agrochemicals on 27 July 1993 notified to the Commission of their wish to secure the
inclusion of the active substance permethrin in Annex I to the Directive.

In accordance with the provisions of Article 5 of Regulation (EEC) No 3600/92, the
Commission, by its Regulation (EEC) No 933/94(3), as last amended by Regulation (EC) No
2230/95(4), designated Ireland as rapporteur Member State to carry out the assessment of
permethrin on the basis of the dossiers submitted by the notifiers. In the same Regulation the
Commission specified furthermore the deadline for the notifiers with regard to the submission
to the rapporteur Member States of the dossiers required under Article 6(2) of Regulation (EEC)
No 3600/92, as well as for other parties with regard to further technical and scientific
information; for permethrin this deadline was 30 April 1995.
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Only Zeneca Agrochemicals submitted a substantially complete dossier to the rapporteur
Member State. Two other notifiers, Sanachem International and United Phosphorous, submitted
only few data relating to permethrin. Information has furthermore been submitted by third
parties within the provisions of Regulation (EEC) No 3600/92.

In accordance with the provisions of Article 7(1) of Regulation (EEC) No 3600/92, Ireland
submitted on 10 June 1998 to the Commission the report of its examination, hereafter referred
to as the monograph, including, as required, a recommendation concerning the possible
inclusion of permethrin in Annex I to the Directive.

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the
Commission forwarded for consultation the monograph to all the Member States on 14
December 1998 as well as to Zeneca Agrochemicals being the main data submitter on 15
December 1998.

In accordance with the provisions of Article 5(6) of Regulation (EEC) No 3600/92, the main
data submitter Zeneca Agrochemicals informed the rapporteur Member State and the
Commission on 26 November 1998 of the formal withdrawal of support for permethrin from the
EU Peer Review Programme. Sanachem International (originally notified via ACI International)
has been acquired by Dow AgroSciences Limited, who informed the rapporteur Member State
that they would not commit any resources to the support of the inclusion of permethrin in
Annex I of the Directive. Also United Phophorous, the third notifier, informed the rapporteur
Member State that they will not longer support the inclusion of permethrin.

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the dossier
and the monograph were referred to the Standing Committee on Plant Health for final
examination, with participation of experts from the 15 Member States. This final examination
took place from March to September 1999, and was finalised in the meeting of the Standing
Committee on 13 July 2000.

2. Purposes of this review report

This review report including the background documents has been developed and finalised in
support of Decision 2000/817/EC concerning the non-inclusion of permethrin in Annex I to
Directive 91/414/EEC.

In accordance with the provisions of Article 7(6) of Regulation (EEC) No 3600/92, Member
States will keep available or make available this review report for consultation by any interested
parties or will make it available to them on their specific request. Moreover the Commission
will send a copy of this review report (not including the background documents) to all operators
having notified for this active substance under Article 4(1) of this Regulation.

3. Overall conclusion in the context of Directive 91/414/EEC

The overall conclusion of this evaluation is that the information available is insufficient to
satisfy the requirements set out in Annex II and Annex III of Directive 91/414/EEC in particular
with regard to the environmental fate and ecotoxicolgy of the substance in aquatic ecosystems.
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Based on the information available and the proposed conditions of use it was further concluded
that a risk to aquatic organisms exposed to permethrin cannot be excluded. In conclusion from
the assessments made on the basis of the submitted information, no plant protection products
containing the active substance concerned is expected to satisfy  in general the requirements laid
down in Article 5 (1) (a) and (b) of Council Directive 91/414/EEC.

Technical evidence has been provided indicating that limited further use of permethrin in
forestry could be allowed whilst research is ongoing in order to find efficient alternatives
providing that appropriate risk mitigation measures are taken.
To minimise potential risk for aquatic organisms it was proposed by the Rapporteur Member
State that a buffer zone should be applied between treated areas and surface waters.

In view of the fact that all notifiers of the substance, formally withdrew their support for
permethrin within the EU Peer Review Programme and, therefore, no engagements are made to
produce the necessary supplementary data, an inclusion of this active substance in Annex I of
Directive 91/414 cannot be envisaged.


