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Introduction  

EFSA’s 3rd Technical Group (TG) meeting on Notification of Studies Database took place 
virtually and was chaired by Karine Lheureux (Head of Applications Desk Unit). 
Stakeholder, facility/laboratory, Member State, DG SANTE F, DG DIGIT, JRC and EFSA 
representatives participated in the meeting, with the full list of participants available on 

EFSA’s website.1 

Where we are today:  

EFSA provided an overview of the activities performed since the last TG meeting (20-21 
October 2020) until now, highlighting the user testing, performed at the end of October 
2020, the meetings where the draft Practical arrangements were discussed: DG SANTE 
General Food Law Expert Group of 16 November, the Ad Hoc meeting of the DG SANTE 

Advisory Group Working Group on the TR implementation of 18 November and EFSA’s 

Sounding Board of 30 November.  

EFSA referred to the published Practical Arrangements (PA), to the EFSA’s webpage on the 

Transparency Regulation implementation and stakeholder engagement , as well as to the 
EFSA’s webpage on Transparency Regulation Implementation Training Programme where 
information on the training plan is available. Regarding the trainings, EFSA informed 
participants that two webinars on the Notif ication of Studies Database will be held on 16 
February and 16 March 2021. The f irst webinar will be an introduction to the Notif ication 

of Studies Database while the second one will focus more on specific case studies based 

on the requests of the participants during the f irst webinar.  

Summary on feedback received on reference lists  

The reference lists used by the Notif ication of Studies Database (study type, guidelines, 
international quality standards) were shared for comments in December 2020. The input 

received was analysed and summarised in a presentation where the answers to the main 

points were also provided.  

Accessing the database 

The presentation briefly introduced the steps to follow for registering an account (an 
Organisation such as a business operator/potential applicant, a laboratory/testing facility 

or a third party) in the Notif ication of Studies Database. The presentation also described 
how to add contacts (i.e. Notif ication of Studies Database users) to an account already 

registered and the operation of password resetting.  

Case study 1: Enabling third party to notify a study on behalf of a business operator   

The case study 1 covered the registration of a third party in the system, the business 
operator delegating a third party to notify on his behalf for a specif ic pre-application-id 

and the third party notifying. This case study presented how the security in the Notification 
of Studies Database is managed in relation to third parties and how the different 
organisations can share pre-application-ids and study notif ications. The presentation was 

followed by a demo where practical cases were presented.   

 
1  https://www.efsa.europa.eu/sites/default/files/event/2021/3rd-meeting-efsa-technical-group-notification-
studies-database-participants.pdf. 

http://www.efsa.europa.eu/
https://www.efsa.europa.eu/en/events/event/2nd-meeting-efsa-technical-group-notification-studies-database
https://www.efsa.europa.eu/en/events/event/2nd-meeting-efsa-technical-group-notification-studies-database
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf
https://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation-training-programme
https://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation-training-programme
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Case study 2: Third party notif ies a study commissioned to a laboratory not registered in 

the system 

This case study was based on the following scenario: a third party notif ies a study to a 
laboratory not registered in the Notif ication of Studies Database. The new laboratory 
registers in the Notification of Studies Database following the invitation received. Following 
the registration in the Notif ication of Studies Database, the new laboratory can log-in and 

co-notify the study. The presentation was followed by a demo where practical cases were 

further elaborated.  

Subject of application, test item and components 

The presentation covered in detail how to specify subject of application in pre-application-
id and test item in the study notif ication. Details were provided on how the test-item is 

pre-f illed from the pre-application-id, and when there is need for the user to change it. 

EFSA explained also when and how to use the component and other components f ields.  

Case study 3: Specification of subject of application, test items and its components in pre-

application-id and in study notif ications 

This case study demonstrates with some practical examples how to manage the data f ields 

“Subject of application”, “Test item”, “Components” and “Other components”, introduced 

in the previous agenda item. 

Notif ication from laboratory 

The presentation introduced the process of notification originating from a laboratory and 
the related co-notif ication from the business operator involved. In addition, EFSA 

explained how the business operator can add the co-notified study to a pre-application-id. 
The last step in the presentation was the re-use of already notified studies in new pre-

application-ids.  

Case study 4: Notif ication from a laboratory and its inclusion in a pre-application-id of a 

business operator 

This case study demonstrates with practical examples (demo), how to perform the actions 

described in the previous agenda point.  

Case study 5: Pesticides Renewals 

The presentation covered a scenario in which a business operator has renew the 
authorisation for an active substance in the pesticides food domain context. According to 
the Practical arrangements on pre-submission phase and public consultations , the pre-

application-id should be shared by all interested applicants. EFSA explained how the 
process of public consultation can help to disseminate the information while the renewal 
procedure is ongoing. Further, the presentation explained how and when additional 
business operators can be added to the pre-application-id for renewal. This action is 
essential to fulf il the requirement of the PA. Clarif ications on some aspects related to pre-

application-id for renewal were requested and provided orally during the discussion. 

Case study 6: Renewal procedures under tight timeline 

The presentation covered a scenario in which a business operator must renew an 
application under a tight timeline (e.g. a feed additive or a smoke f lavouring). EFSA 
clarif ied that this urgency could be expected only in the f irst months of entering into 

application of the Transparency Regulation (TR). The correct process is to perform first the 
submission of list of intended studies according to Article 32c1 of the TR. After receiving 
the EFSA advice, the busines operator proceeds with study notifications according to article 
32b. EFSA explained the possibility to notify according to Article 32b, in these exceptional 

circumstances, in parallel with the ongoing process related to Article 32c1 of the TR.  

Discussion of case studies and trainings 

The case studies format – slides followed by demo – used in the meeting was highly 
appreciated by the audience. Most of the participants highlighted the need for the business 

https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf
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operators and laboratories to practice using the tool before 27 March 2021. Familiarisation 
with the tool is considered a key factor in complying with Article 32b and Article 31c1 of 
the TR. EFSA is aiming to open the Notif ication of Studies Database to external users 

before 27 March. The opening depends on the readiness of the Notif ication of Studies 
Database since there are still some functionalities to be ref ined and bugs to be f ixed. The 
recommendation is to monitor the EFSA website in the next weeks for information in this 

regard.   

TG members were invited to propose other case studies that could be addressed in the 
following meeting as well as in the future webinars. Suggestions from the audience have 
been already collected.  EFSA reminded that the TR training plan is published on the EFSA 
website. The webinars dedicated to Notification of Studies Database and pre-submission 

advice will also include Q&A session. Some questions will be answered during the webinar, 
others will be used for producing training material. EFSA is also organising a support 
service for answering questions on the tool also outside the training sessions and material.  

Trainings for Member States will also be organised. 

The next TG meeting is aimed to be organised by the end of April 2021. Shortly after the 
entry into application of the TR, both EFSA and the TG members will have the opportunity 
to receive more meaningful feedback from the Notification of Studies Database’s users and 
elaborate on suggestions for enhancement. The exact date of the next TG meeting will be 

communicated in due time. 

Second day wrap-up and conclusions   

The chair concluded the meeting summarising the agenda points presented during the two 

days thanking all the participants for the contribution and active participation.   

 


