Applications helpdesk — New active substances under Regulation EC 1107/2009

Regulation EU 2018/605

EFSA conclusion under finalisation but not yet adopted by EFSA by the date of application of the new ED criteria* introduced by

Present draft review report to SCoPAFF.
In case ED properties are unclear and no decision
can be taken, EC will send a mandate to EFSA to

request the additional information from the
applicant and to assess that information
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Collect
comments
and
propose
response

(but not yet (+draft proposal assessment
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discussion tox/ needed to obtain missing information and
ecotox timing needed for generating such studies**

*10 November 2018.

**Contrary to renewals, there is no possibility for a second clock stop, unless a mandate is sent by EC following
up a Conclusion of EFSA which indicates that data are insufficient to conclude on ED properties.

SCoPAFF: Standing Committee on Plants, Animals, Food and Feed



Applications helpdesk — New active substances under Regulation EC 1107/2009

EFSA conclusion adopted but no voting on draft Regulation took place in SCoPAFF by the date of application of the new ED criteria*
introduced by Regulation EU 2018/605
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*10 November 2018.

SCoPAFF: Standing Committee on Plants, Animals, Food and Feed
**To address the approval criteria set out in point 3.6.5 and 3.8.2 of Annex Il to Regulation EC 1107/2009.



