Applications helpdesk — Renewal of approval of active substances under Regulation EU 844/2012

Phase 1a

Submission of supplementary dossier

Submit Application + request
for information to be kept
confidential («justification

form»)

Applicant

Prepare Sanitised Application in
accordance with agreement/comments
of RMS

4

14 days

Send Application, Sanitised Application and
«justification form»

Assess completeness of Application +

contains all elements + requests for
information to be kept confidential
(«justification form»)

Decision of completeness of
Application + agreement on request
for information to be kept
confidential («justification form»)

Publish Sanitised

Application in Register of
Questions

SD: Supplementary Dossier

RMS: Rapporteur Member State
EC: European Commission

APDESK: Applications Desk Unit (EFSA)
Pesticides: Pesticides Unit (EFSA)
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SSSD: Sanitised Supplementary Summary Dossier
RAR: Renewal Assessment Report
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Applications helpdesk — Renewal of approval of active substances under Regulation EU 844/2012

Submission of supplementary dossier

Without delay

=)

g Submit SD + request for Prepare SSSD* in accordance

o information to be kept with agreement/comments 7> Send SSSD + «justification form»
= confidential («justification form») of RMS

<

f

Phase 1b

Assess completeness of SD + Admissibility decision of SD +
evaluate requests for information agreement on requests for

to be kept confidential information to be kept
(«justification form») confidential («justification form»)

12 months + 6 months clock stop for RAR submission

A 4

Publish SSSD in
Register of Questions

* for guidance on the format of the Updated SSSD consult SANCO/2012/11251/rev3
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RAR dispatch and call for comments

Phase 2

Sanitise RAR + request for information to
be kept confidential («justification form»)

Applicant

|
}
>

|

. Update SSSD* + request for information to
—? be kept confidential «justification form» in

|

|

the updated parts

Preparation and

12 months from o
admissibility decision submission of

RAR

Publish sanitised RAR on

EFSA website for public
commenting

4 A 4
Check RAR Reach a.g.reefnent on Puin_f,h updated SS.SD in
) sanitisations Register of Questions

60 days for
public commenting,

* for guidance on the format of the updated SSSD consult SANCO/2012/11251/rev3
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EFSA conclusion

Phase 3

Applicant

6 weeks

Respond to
comments in
Reporting Table

5 months + clock stop

Submit
additional
information

Clock stop

Collect
comments from
MSs, applicant,

EFSA, public

Pesticides

Teleconference
RMS and EFSA

A

max 1 month

i

Reach agreement on
sanitisations of EFSA
conclusion + background
documents*

1

Request
additional

information (if

required)

Prepare

Evaluation
Tables (ET)

Clock stop
max 60 days

Experts

meeting and/

or written

procedure on

additional
information

Draft EFSA
conclusion

Finalise and

publish
EFSA
conclusion

Compile Evaluate
Reporting

Table

comments

Assess additional
information, update ET,
RAR

Written
procedure with
MSs

Decision
on (non)

renewal of
approval

*Background documents: revised RAR, reporting and evaluation tables, expert meeting reports, written procedure or additional information report




	PRAS applications procedure AIR_1a.vsd
	Page-1


