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Potential Applicant

Sara has to start an application for the renewal of the approval 
of the active substance X

Under development

Sarah

Article 4(3) of DECISION LAYING DOWN THE PRACTICAL 
ARRANGEMENTS ON PRE-SUBMISSION PHASE AND PUBLIC 

CONSULTATIONS 

Where more than one potential applicant is planning to request renewal 
of the approval of the same active substance pursuant to the Commission 

Implementing Regulation (EU) 2020/1740 […] the Authority strongly 
recommends these potential applicants to request a preapplication ID 

jointly in accordance with paragraph 2. 

Focus: notification with multiple potential applicants and control 
access to pre-application-ids and notifications



Pre-Application identification for renewal
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Sarah

Request a pre-application ID for renewal

Under development



Pre-Application Identification for renewal

4Subject of the application Intended Area Business Operator(s)

Sarah

Request a pre-application ID for renewal

Rapporteur MS

All other 
Business 

Operators?



Application Renewal Pre-submission Process

Submit List of Intended 
Studies for Renewal

Sarah

Under development

Public Consultation

Generate AdviceProvide Advice
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Notify studies 
according to 
article 32b



Pre-application-id for renewal
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Pre-application-id for renewal: 
additional potential applicant
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Pre-application-id for renewal: 
Additional business operators
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• when sharing a Pre-app ID with another BO, that BO 
will be able to view the Pre-App ID of the sharing 
BO and all its studies as of the moment in which the 
Pre-App is shared

• When sharing a Pre-App-Id with a Third Party (TP) 
that TP will be able to view and edit the Pre-App-Id 
and all the studies of the sharing BO as of the 
moment in which the Pre-APP ID is shared



Pre-application-id for renewal:
New intended study for renewal
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In the database section ‘Renewal’ under ‘pre-
application-id for renewal’ the action ‘new 

study’ means ‘new intended study for renewal’



Pre-application-id for renewal:
Add intended studies
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In ‘Pre-Application-id for Renewal’, before 
submitting the list of intended studies for 

renewal, the action ‘new study’ means ‘new 
intended study for renewal’



Pre-application-id for renewal: 
fill in intended study information
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Fill in only information 
elements relevant for 

intended studies



Pre-application-id for renewal: 
submit list of intended studies
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Then the 
system will 

ask to indicate 
the rapporteur 

MSs



Pre-application-id for renewal:
Renewal pre-submission advice received
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Process Renewal Pre-
Submission Advice 

Completed and advice 
received from potential 

applicant

Insert additional potential 
applicants

Notify studies according to 
article 32b



Pre-application-id for renewal: 
additional potential applicants can be added
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Pre-application-id for renewal:
Select studies to notify according to 32b
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This list shows the intended 
studies for renewal and, after 

notification according to 32b ,the 
notified studies



Pre-application-id for renewal:
Complete study notification information
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Pre-application-id for renewal:
Complete study notification information
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From section study you notify 
studies according to article 32b



Pre-application-id for renewal:
Sharing individual studies
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• Individual studies can be shared with Business 
Operators, third parties and laboratories/testing 
facilities:
• When sharing a Pre-Application-Id with 

another Business Operator/laboratory/testing 
facility, the Business Operator will be able to 
view the study

• When sharing a Pre-Application-Id with a Third 
Party, the Third Party will be able to view, edit 
the study




