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FOLLOW-UP FROM PREVIOUS PSN IUCLID MEETING

• IUCLID PSN Working Party (WP) on metabolism studies (OHT 58, 85-2, 85-3)

➢Kicked off 22/05/2025 (Industry, Member States, LMC, ECHA)

➢Extended till 2026

➢Next meeting on 6 Nov.

• IUCLID backlog items prioritisation

➢Sept 2025: EFSA and ECHA met to prioritise IUCLID backlog items

• Migration issues on Analytical Methods

➢Resolved in IUCLID v9.10.2 build on 30th October 2025



IUCLID FORMAT OVERVIEW

▪ Official consultation for OECD harmonised formats:

➢ OECD provider by 30 October

➢ CORE and DOMAIN providers by 24 October

EFSA proposal for changes:

• 59 harmonised documents

• 14 revised OECD predefined tables

• 12 new OECD predefined tables

ECHA website - IUCLID format 

https://iuclid6.echa.europa.eu/format
https://iuclid6.echa.europa.eu/format
https://iuclid6.echa.europa.eu/format


IUCLID FORMAT – MAIN DRIVERS OF THE 2026 UPDATE

Slide kindly provided by ECHA (OECD IUCLID Meeting, Sept. 2025)

▪ Apart from the standard maintenance of the

format based on IUCLID users feedback, the main

drivers for this format updates are:

• Latest OECD consultations

• Endocrine disruption assessment reporting

• EFSA review of existing OHTs

• EU test guidelines update

Origin of prioritised requirements



OECD harmonised 
format (OECD, 
CORE, DOMAIN)



▪ Series on health effects

✓New field “Pathogenicity and infectiveness”

✓OECD predefined tables

EFSA PROPOSAL FOR CHANGES TO OECD DOCUMENTS (OHTS)

Backlog:
#3208
#3210
#3217



EFSA PROPOSAL FOR CHANGES TO OECD DOCUMENTS (OHTS)

▪ Series on health effects

✓New field “historical control data”

✓ Enhanced “Detailed toxicological results” block of fields Backlog: #3201

Backlog: #3202, #3208



EFSA PROPOSAL FOR CHANGES TO OECD DOCUMENTS (OHTS)

▪ Series on health effects (OHT 89 Efficacy Data)

✓Addition of a block to report study results on phytotoxic effects of safeners

Backlog: #3160

“…To comply with Commission
Regulation (EU) 2024/1487 defining
the data requirements for safeners
and synergists”



EFSA PROPOSAL FOR CHANGES TO OECD DOCUMENTS (OHTS)

▪ Series on Environmental Fate and Behaviour 

▪ Series on Environmental Fate and Behaviour 

✓ Changes to “Test solutions” and “Study design” block of fields Backlog: #3216



▪ ENTITY.REFERENCE_SUBSTANCE Changes proposed to enable full characterisation of
microorganisms (e.g., type, genus, species, full taxonomy etc.) and align with the data requirements
related to micro-organisms laid down under Regulation (EU) No 283/2013 and Regulation (EU) No
284/2013.

EFSA PROPOSAL FOR CHANGES TO CORE, DOMAIN DOCUMENTS 

•All newly proposed fields will be conditional on the 
‘Reference substance type’ field and will be 
displayed only when the value ‘Microorganism’ is 
selected.

• The migration of data from existing fields to the new 
structure has been assessed and is described in the 
final column of the proposed changes.

Backlog #2302



EFSA PROPOSAL FOR CHANGES TO CORE, DOMAIN DOCUMENTS 

▪ FLEXIBLE_RECORD.BioPropertiesMicro is proposed to
be converted into a FLEXIBLE_SUMMARY.

Main changes:

▪ Addition of new fields under “Growth requirements and
Robustness to environmental” to capture bioproperties.

• Replacement of 'link to references' by 'link to study'

▪ Removal of the fields “Reference”, “Data access”, and “Data
protection claimed” throughout the document. These fields will
instead be migrated to the corresponding fields within a new
ENDPOINT_STUDY_RECORD.BiologicalPropertiesMicroorganism.

▪ The new ENDPOINT_STUDY_RECORD will enable reporting of
actual studies, while the FLEXIBLE_SUMMARY will serve as a
structured summary of those results.

Backlog #3145

Geographical location where Active substance was isolated



▪ FLEXIBLE_RECORD.MixtureComposition Addition of two picklist values for the function, as "active substance
variant" and "active substance acid equivalent“. A new field "Concentration as % w/w" in the composition table.

EFSA PROPOSAL FOR CHANGES TO CORE, DOMAIN DOCUMENTS 

Backlog #3172



▪ FLEXIBLE_RECORD.CultureCollection A new document is proposed under DOMAIN 
for the deposition of microorganisms in a culture collection

EFSA PROPOSAL FOR CHANGES TO CORE, DOMAIN DOCUMENTS 

Backlog #3214



▪ ENTITY.LITERATURE Addition of a field to indicate whether a study involves 
vertebrate animals, in order to align with the ‘List of Literature References’ report 
required for EU pesticide risk assessment.

EFSA PROPOSAL FOR CHANGES TO CORE, DOMAIN DOCUMENTS 

Backlog #3158



NEXT STEPS

Finalisation 
of the 

specific 
definition 
providers 

(e.g., EU PPP)

December Testing
January / 

March
IUCLID 6 v10

release
27 April 

2026

All the changes made in ITEM will be published on the IUCLID website: https://iuclid6.echa.europa.eu/format

https://iuclid6.echa.europa.eu/format


EU_PPP format 
changes



❑Extension of the ‘Joint submission’ fields to the 
MRL working context

❑New checkbox in the MRL application ‘MRL 
application on minor crops’

DOSSIER HEADER OF MRL APPLICATIONS



LITERATURE SEARCH

• A new field, ‘Section Covered,’ has been added to indicate the specific sections within the dossier that 
the literature search pertains to



• Current state
Information on ‘Compound found in’ (as listed in the List of Metabolites, Vol. 1 of the DAR/RAR) is 
currently captured in the ‘Remarks’ field of FLEXIBLE_SUMMARY.Metabolites.

• Proposed change
Introduce a dedicated field named ‘Compound found in’ within FLEXIBLE_SUMMARY.Metabolites.

• Benefits

➢Ensures structured and validated data entry

➢Enables one-to-one mapping for automated List of Metabolites report generation

• Data from the ‘Remarks’ field could be migrated to the ‘Compound found in’ accordingly

METABOLITE



❑The document 
FLEXIBLE_SUMMARY.EcotoxRiskAssessment
Pesticides is proposed to be updated to 
include additional summary details covering:

➢Risk assessment for birds

➢Risk assessment for wild mammals

➢Risk assessment for other terrestrial 
vertebrate wildlife (reptiles and amphibians)

➢Risk assessment for aquatic organisms

➢Risk assessment for bees and non-arthropod 
pollinators other than bees

ECOTOXICOLOGICAL RISK ASSESSMENT OF PESTICIDES



RESIDUES – EXPECTED EXPOSURE

• FLEXIBLE_SUMMARY.ExpectedExposure -
Introduction of repeatable blocks under 
the headers ‘Chronic Exposure’ and 
‘Acute Exposure’ to allow reporting of 
multiple exposure assumptions.

• Many fields are planned to be converted 
from numeric values to range values

21



OTHER RESIDUES CHANGES

• ENDPOINT_SUMMARY.StabilityResiduesCo
mmodities - To allow separation between 
plants versus animal studies, it is 
proposed to move the ‘Link to relevant 
study record’ into the blocks Storage 
stability – plant AND Storage stability –
animal .

• FLEXIBLE_SUMMARY.ResiduesInLivestock
– Addition of fields to match the LoEP
and improved report generator mapping

22



ADDITIONAL FORMAT CHANGES

23

❑ FLEXIBLE_SUMMARY.InformationToxicityMetab
olites and 
FLEXIBLE_SUMMARY.NonDietaryExpo– Help 
text updated.

❑ FLEXIBLE_SUMMARY.InformationEcotoxicityMet
abolites→ ‘Link(s) to relevant study record(s) 
‘added to support the 
identification/characterization of the 
ecotoxicological properties  of the metabolite (if 
any).

❑ FLEXIBLE_SUMMARY.ToxRefValues–
Implemented a dynamic rule to hide fields in 
cases where derivation of the reference dose is 
not required. 

➢ Addition of the field ‘Reference to EFSA Opinion’ 
to all block within the document.

➢ Changed the ‘Justification and comment’ field 
from a rich text field to a plain text field.



UPDATE OF TABLE OF CONTENTS

❑ EU PPP Microorganisms - In the Active 
substance dataset, both documents 
currently located in section 5.3.1.3 
(ENDPOINT_SUMMARY.SpecificInvestigation
sOtherStudies and 
ENDPOINT_STUDY_RECORD.SpecificInvestig
ations) will be moved to section 5.4. A new 
cross-reference will be added in section 
5.3.1.3 as follows:“5.3.1.3 (Cf. 5.4) 
Intravenous / intraperitoneal or 
subcutaneous single exposure.”

❑ The document 
ENDPOINT_STUDY_RECORD.AcuteToxicity
OtherRoutes will be added to section 7.4 of 
the Micro Product dataset. 

24



UPDATE OF TABLE OF CONTENTS

• EU PPP Chemicals - For 
FLEXIBLE_SUMMARY.AquaticToxicityRac
Reporting, it is proposed to retain the 
document only in the Product dataset and 
remove it from the AS dataset. All related 
documents under the active substance 
dataset will be migrated to the Product 
dataset, and a cross-reference (Cfr) to the 
Priduct dataset will be added in the AS 
dataset.

25



NEXT STEP - CONSULTATION

❑We plan to launch a consultation with the 
PSN-IUCLID members on the proposed 
EU_PPP format changes.

❑The consultation will be conducted in 
writing, with ad hoc communication via 
email and the TEAMS channel as needed.

❑The consultation is scheduled to take 
place in November.

26



STAY CONNECTED

SUBSCRIBE TO
efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu – job alerts

FOLLOW US ON BLUESKY
@efsa.bsky.social

@efsa-animals.bsky.social @efsa-plants.bsky.social

FOLLOW US ON INSTAGRAM
@onehealth_eu

CONTACT US
efsa.europa.eu/en/contact/askefsa

FOLLOW US ON LINKEDIN
Linkedin.com/company/efsa

LISTEN TO OUR PODCAST
Science on the Menu –Spotify, Apple Podcast and YouTube 
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