Applicant

Request
for GPSA (optional)

Notification of studies
(Article 32b General
Food Law,
mandatory)

IUCLID dossier

Approval of pesticide new active substances and amendment of approval conditions

under Regulation 1107/2009 and (EU)2021/428

NIS)

Performs admissibility
(completeness check,

containing requests
for confidentiality

Applicant may
resubmit dossier to

NoS check, light
confidentiality check)

EFSA

Publication of non-
confidential dossier

Admissibility decision

Assess confidentiality
requests

Confidentiality

decision

address RMS's
confidentiality
decision

Submit updated
IUCLID
dossier***

Submit confidentiality

2 weeks requests (non-confidential,

Drafting DAR and

Preparing CLH taking into account

and summary of
GPSA, if provided

Publication of non-
confidential
information on NoS

Re-publication of
non-confidential
dossier, if needed

Launching of public
consultation of non-
confidential dossier*

Sharing comments
received during public

proposal to ECHA for

parallel processing** comments received in

public consultation

Asking additional
information, if
needed

12 months + max 6

consultation with
RMS

Completeness check

months clock stop for Submission of DAR
DAR preparation

of DAR

Make DAR available
for removal of

sanitised version and confidential
confidential version of DAR) information
Assess confidentiality
requests of DAR
60 days for FUBHERITE 6 DL Parallel consultation
licant, i i
Member States anisaatr;':g%& l’('jbhc on CLH proposal
d public t
o e DAR consultation launched by ECHA
Respond to
comments in Compile Reporting Collect comm.ents
: <t from MS, Applicant,
Reporting table table EFSA and public
(2 weeks) p
Comment
evaluation
6 weeks
Kick-off
Ec:/rfqlrl:wa(-:'tr?t;hiﬁ Teleconference EFSA/
Reporting table RMS/CE()(;EZI)S/(EC/
Submit additional
Clock information via o
_stop updated IUCLID Add'rzgzaeLfata
days dossier to MS, EC,

EFSA (and ECHA)

Clock stop max 60 days

Assess additional
information, update

Prepare the

DAR, Evaluation
table(s)

Evaluation table(s)

RMS homework

Pesticides Peer MS written procedure
Review Experts’ on additional

(CAVEELS))

meeting/ information
Teleconference (3 weeks)

| Experts consultation 9

Written procedure
with RMS

veeks

Draft conclusion

(1 week)

Written procedure
with MS

Comments and/or new information

EC

Communicating draft

conclusion

4 considered with RMS and Co-RMS via g

(CAVEELS)

ad-hoc Teleconference (2 weeks)

Finalisation of
conclusion****

Availability of RAC
opinion on CLH

proposal
Communicate final
request on EFSA conclusion Applicant, RMS, MS,
and background documents EC, (ECHA)
(2 weeks)
6 months
: : EC prepares Review
Final conclusion
: Report and draft
published :
Regulation
Standing Committee
on Plants, Animals,
Food and Feed
opinion
*In order to ensure that the RMS and EFSA have access to all relevant scientific data and studies available on an active substance subject to an application, EFSA consults stakeholders and the public (‘consultation of third parties’) on the scientific data, studies and
other information part of, or supporting, the submitted application to identify whether other relevant scientific data or studies are available.
**The classification of pesticides is covered by Regulation (EC) No 1272/2008. Proposals for Harmonised Classification and Labelling (CLH) are handled at Risk Assessment Committee (RAC) of ECHA. To allow alignment of the EFSA peer review and ECHA classification
processes, the RMS is strongly encouraged to submit a joint DAR/CLH report in parallel to both Agencies. EFSA and ECHA proceed to align procedures to facilitate that a RAC opinion on the harmonised classification of the active substance could be available in time for
consideration in the EFSA peer review.
*** Applicants are requested to update their dossiers during the admissibility check of the application as well as during the risk assessment by RMS and during EFSA peer-review. However, to the extent possible these requests should be consolidated in order to trigger
the smallest number of dossier updates possible.
****xQverall timing to finalise EFSA conclusion is within 5 months from the end of commenting + clock stop period (max 5 months).
DAR - Draft Assessment Report
EC - European Commission
ECHA - European Chemicals Agency
GPSA - General Pre-submission Advice
MS - Member State
NoS - Notification of Studies
RMS - Rapporteur Member State
*%i

. efsam

European Food Safety Authority
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