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Objectives

Timeline

Overview endpoint summaries

Identification of gaps and new documents

General proposals across existing documents

Useful links and follow-up



Objectives
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to agree adaptations to endpoint summaries which can be
proposed for inclusion in the October release of IUCLID (i.e.
straight forward and non-controversial amendments), focusing on
the endpoints for which comments were received during the pilot
phase of IUCLID and in line with the EU pesticides LoEP.

Where the sub-group agrees a more thorough review of a
document is required, it is sufficient to identify these documents
which a can be analyzed at a later phase in the project and
worked on in small group over the year and may be included in
the October 2021 release



Timeline for ecotox experts

08/05

•Finalization of OHTs

12/05-
29/05

•Review of summary endpoints *

20/05

•1st Interim meeting – progress of the work, outstanding issues

•Experts are invited to suggest points for discussion

29/05

•Pilot case meeting

•DL for providing comments

01/06-
08/06

•Addressing of the comments received

•2nd interim meeting (if necessary, based on the comments received; planned for 10th June 2020)

17/06-
18/06

•CORE technical group meeting (formal invitation and documents published)

•Dates confirmed ( 17/06 (PM)- 18/06(AM))

• Presentation of final agreements

Comments considered during 
the review of the existing 
endpoint summaries:

• Comments included in the 
IUCLID backlog 

• Comments were provided 
from NZ EPA, Bayer, UBA and JKI 
during the commenting phase 
May 2020 

THANK YOU!



Overview of the ENDPOINT SUMMARIES
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• AquaticToxicity
• BiologicalEffectsMonitoring
• SpecificInvestigationsOtherStudies
• BioaccumulationAquaticSediment
• EcotoxicologicalInformation
• ToxicityTo Aquatic Invertebrates (2)
• ToxicityToFish (2)
• SedimentToxicity
• ToxicityPlants
• ToxicityToAquaticAlgae
• ToxicityToBirds
• ToxicityToOtherAboveGroundOrganisms
• ToxicityToSoilMacroorganismsExceptArthropods
• ToxicityToSoilMicroorganisms
• ToxicityToTerrestrialArthropods

ToxicityToTerrestrialPlants
• Effects on biological methods of STP
• Risk assessment summary document
• RAC reporting document
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Endpoint 
summaries 
of unclear 
use for PPP

18 
endpoint 

summaries 
modified

3 new 
summary 

documents



Identification of “gaps”

 Several “gaps” were identified

 Gaps related to the reporting of taxa as well as to the risk assessment

 All risk assessment documents are missing

 However, those documents are not fully fit for purpose for structured data and do 
not reflect the guidance documents in used.

 If this needs to be done, the proposal is to update/create documents for October 
2021 release if necessary

 NEW IUCLID documents were created for that purpose:

 Effects on biological methods of STP

 Risk assessment summary document ( New document)

 Aquatic toxicity_RAC reporting (Aquatic toxicity document?)



Risk assessment reporting

 Risk assessment fields for free 
text

 Possibility of including 
attachments (e.g. CP volume)

https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=23430592

Link to the newly created documents after 2nd interim meeting



RAC reporting for aquatic toxicity

 Test organisms
 Time-scale
 Tier
 Assessment factor
 Type of RAC value

 Possibility of including 
attachments (e.g. SSD 
calculation, mesocosm studies, 
etc)

 Generic but pragmatic 
approach

https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=23430592

Link to the newly created documents after 2nd interim meeting



Proposals across endpoint summaries

 No merging of documents – so, short-term and long-term documents were kept as 
previously organized

 Cross-references were added in all the documents (list of “links to relevant study 
records”).

 Possibility of reporting higher tier testing is now given for all relevant taxa

 Endpoints (dose descriptors) were included when necessary. E.g. NOEC, LC10 or EC10, 
etc. 

 Description of key information was completed (more aligned with LoEP)

 Inclusion of pick lists for basis for effects and test organisms in all documents based 
on the information in the study records

 Additional units were reported (a.s., metabolite)

 Also the possibility of reporting greater than values (EC50>2000 mg/kg bw).  

 IUCLID wording and structure were kept as much as possible!

 Possibility of having attachments was included in the risk assessment summary 
document



Proposals across endpoint summaries

 Administrative data – flag 
for confidentiality

 List of relevant studies

 Field for additional 
information 

 Reporting of higher tier 
studies



Proposals across endpoint summaries

 List of spp and basis  for effects in picklist 
(in line with endp study records)

 Inclusion of greater than values
 New units
 New endpoints (dose descriptors) when 

necessary

Key information section



IUCLID shared folder: 
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objId=21942353&objAction=browse&sort=name

Background material: 
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objId=23303284&objAction=browse&viewType=1

Document updated plan: 
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=23175806

Endpoint summaries ECOTOX (section 8) – See folder (Endpoint summaries REVIEWED):

https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objId=23315545&objAction=browse&viewType=1

DL for further comments (via e-mail): 18/06 CoB

For further questions, please let us know: laura.villamarbouza@efsa.europa.eu; 
mariana.perezmiguel@ext.efsa.europa.eu

cc: Jane.RICHARDSON@efsa.europa.eu; TG-IUCLID_UserGroup@efsa.europa.eu

Follow-up and useful links 
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Stay connected

www.efsa.europa.eu/en/engage/careers

www.efsa.europa.eu/en/rss

Subscribe to

Engage with careers

Follow us on Twitter
@efsa_eu
@plants_efsa
@methods_efsa

www.efsa.europa.eu/en/news/newsletters
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Thanks for your 
attention and 
collaboration!!!


