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Introduction  

EFSA’s 4th Technical group meeting on IUCLID for PESTICIDES took place virtually. 
The objectives were to 1) agree on the proposed changes to OECD Harmonised 
Templates (OHTs) to be submitted to OECD expert group 2) present the EFSA-
ECHA Minimum Viable Products; 3) list items to develop and priorities; 4) share 

views. Stakeholders, Member States, ECHA, DG SANTE and EFSA representatives 
participated in the meeting, with the full list of participants available on EFSA’s 

website1. 

 

Item 1  

The chair opened the virtual meeting and welcomed participants. The agenda 
was adopted. 

 

Item 2: Section 3 – Efficacy & effectiveness (including GAP), Section 5 – 

Toxicology, Section 6 – Residues   

Section 3 – Efficacy & effectiveness (including GAP): The proposals for the GAP 
document were presented, including the suggestion to refer to a GAP form (one 
form per crop) as opposed to a GAP table. Comments were provided on validation 
rules, avoiding repeating information and on the report generator to bring all 

information together. The final version of the format will be made available after 
the technical check and all the documents will be shared with the IUCLID user 

group. Initially the GAP form will be specific for the EU PPP domain.  

  
Section 5 – Toxicology: The proposals for amended or new documents were 
presented and agreed. Comments were provided on the toxicological reference 

values to link with the individual studies, simple conditional checks complemented 
by validation assistant check for complex files. The use of ‘open picklists’ was 

highlighted to ensure that the reporting of information is not blocked. It was 
clarified that when a document is completed in a substance dataset, the 

information is presented for the active substance, if the document is completed in 
the product dataset the information is presented for the product formulation.  

 

Section 6 – Residues: The proposals for amended or new documents were 

presented. It was clarified that filtering of documents from existing datasets can 
be done by flagging the relevant legislation flags or by a manual selection during 
dossier preparation. An attention point was raised on attachments to summaries 

containing confidential data.  

 
1 http://www.efsa.europa.eu/sites/default/files/event/2020/iuclid-4th/Participants.pdf.  

http://www.efsa.europa.eu/
http://www.efsa.europa.eu/sites/default/files/event/2020/iuclid-4th/Participants.pdf
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Item 3: Section 7 – FATE, Section 8 – Ecotoxicology, Submission Type MRL, 
Submission Type Micro-organisms  

Section 7 – FATE: The proposals for amended or new documents were presented. 

The revised end points summaries and proposal for new end point summaries 
were agreed while a set of additional end point summaries will be considered at a 

later stage. No further questions were raised. 
 

Section 8 – Ecotoxicology: The proposals for amended or new documents were 
presented. Discussion took place on confidentiality of attachments to a summary 

document. It was agreed that where attachments are expected, sanitisation of the 
attachment should be possible while excel calculators should not contain 

confidential information. 

 

Submission Type MRL: The transformation of the MRL application form into an 

MRL submission type for IUCLID was presented. Discussion took place on whether 
to use a mixture dataset or an active substance dataset for the MRL submission 

type in IUCLID, noting that active substance dossiers are created under mixture 
datasets. Pros and cons were discussed for both approaches (e.g. using mixture 
dataset could be problematic for applications without PPP products/mixture). MRL 
applications can also be part of the PPP active substance dossier (e.g. approval or 

renewal application) and technical and legal aspects linked to this scenario were 
discussed. The MRL dossier needs to be a separate dossier in IUCLID (e.g. for 
clock stop reasons) but solutions were proposed to trace the link with the PPP 
active substance dossier. The requirements for publication need to be considered. 

It was clarified that, legally, MRL and Approval / Renewal submissions should be 
submitted simultaneously and that MRLs cannot be established before the 

approval of the active substance; this only applies to the EU process. For a single 
active substance approval/renewal dossier, the MRL dossier header information 

may need to be combined, this would allow the generation of separate or 
combined dossiers as necessary. Separate documents can be linked using 

submission numbers. More discussion is needed on this specific submission type. 

 

Submission Type Micro-organisms: The dataset format for the micro-organism 

product was presented and discussed. The proof of concept micro-organism 
dossier prepared in IUCLID was demonstrated. It was noted that OHTs have not 
been adopted at the OECD level by the biopesticides expert group.  

 

Item 5: Presentation from Member States (MSs) 

Whereas there seems to be consensus on the fact that IUCLID is an appropriate 

solution to be used for handling all submissions related to Pesticides, all MSs 
expressed their concern on the tight timeline for the project and for the associated 

workload. They highlighted the need for training and documentation for all 
applicants, the need to prepare all MSs in anticipation be ready for the use of 
IUCLID as of March 2021. MSs asked whether a transition period for submission 
is foreseen. EFSA indicated that training and documentation will be provided with 

the IUCLID October 2020 release and that the EFSA Pesticides Steering Network 
2020 meetings is one of the forum to present the progress on IUCLID for Pesticides 
to all MSs. With reference to micro-organisms, there is the additional concern that 
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legislative changes are still on-going while EFSA-ECHA is working in parallel on 

the implementation of a technical solution.  

 

Item 6: Presentation from Industry  

ECPA gave a presentation summarising their feedback, pros and cons of the 
IUCLID Minimum Viable Product (MVP) solution. Industry agrees that the IUCLID 
solution is ultimately fit-for-purpose for Pesticides submissions but shares MS’ 

concerns on the tight timeline and ability to be ready and prepared by March 2021. 

They highlighted a 12-month period to prepare a Pesticide dossier and that the 
current timeline does not allow enough time between go-live of IUCLID in October 
2020 and entry into application of the Transparency Regulation in March 2021. 
Industry representatives asked whether a transition period for submission is 

foreseen.  

 

Item 7: EFSA-ECHA Minimum Viable Product (MVP) - Plan and expected 

deliverables of the MVP by March 2021 

ECHA gave a presentation outlining the features which are in scope for the MVP 
project, an indicative timeline for their inclusion in IUCLID Beta (and therefore 

availability for testing) and their production go-live. ECHA clarified that the high-
level scope of the MVP is to allow applicants to prepare and submit their dossiers, 

which will then be made available to the relevant actors for EFSA and the MSs. 
The content can be accessed but not further processed within IUCLID. 

 
Item 8: Open discussions on future needs, list of items & ranking  

The presentation aimed at listing the items identified for further development of 
IUCLID beyond March 2021 with the Technical Group members. The participants 
commented and started prioritising the ones most needed from users’ point of 

view, as well as suggesting new ones. Discussions will continue during the next 
Technical group weekly meetings. EFSA aims to elaborate a longer term multi-
annual roadmap for IUCLID development after March 2021 to be shared within 
the IUCLID Technical group members and MSs.  

  

Item 9: Next steps TG IUCLID & timelines 

The meeting was concluded with the general consensus that the exchange had 
been open and productive. Some views and concerns were expressed regarding 
the tight timeline for implementation and readiness from both Members States 

and applicants. EFSA, ECHA and EC reiterated their wish to use IUCLID for all 
pesticide dossiers as from March 2021 with a multi-annual plan for progressive 
and iterative development of IUCLID for Pesticides beyond March 2021. More 
practical questions on processes and workflows will be addressed with the Practical 

Arrangements currently under development by EFSA and the upcoming trainings 
planned as of October 2020.  

 

The next IUCLID Core Team meetings will be held in October 2020 and January 
2021. 


