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• IUCLID service release (version 7.10.1) went live on 30 October 2023

IUCLID RELEASE OCTOBER 2023

14 new PPP Validation Assistant rules and improvement of 4 existing rules

Open Validation Assistant report in a new tab

Export/import fixes and performance improvement

Literature reference cannot be imported with title more than 255 characters

Improvement to the Comparison report

Release notes - IUCLID

https://iuclid6.echa.europa.eu/documents/1387205/1809509/IUCLID_6_Release_Notes.pdf/9d7a65ce-e1db-83dd-43f5-8ec04797c7b2?t=1650893442047


THREE (PARALLEL) CONSULTATIONS ON IUCLID FORMATS

30 Oct.

(OHT/IUCLID Expert Group)

• OHTs (aka Endpoint Study Records)

• Endpoint Summaries

31 Oct.

(IUCLID Expert Group)

• CORE (endpoint summaries, flexible 
records/summaries)

• Domain (article, legal entity)

30 Nov.

(PSN/EFSA staff)

• EU PPP

Backlog (IUCLID user requirements)

https://docs.google.com/spreadsheets/d/1kFkttA6rXtR2K6LlaauHozq9BSfv6a5EgFDM1GgtmfQ/edit#gid=0


IUCLID FORMAT CHANGES – APRIL 2024

Provider Name IUCLID Backlog (#)

OECD REFERENCE_SUBSTANCE Adding InChI-key field (#2741)

OECD ENDPOINT_STUDY_RECORD.AcuteToxicityOral_QAF_Example (OHT 60) Adding specific fields to all OHTs to capture (Q)SARs studies according to 
OECD (Q)SAR assessment framework (QAF) project

OECD FLEXIBLE_RECORD.IntermediateEffects_v6.2 (OHT 201) Harmonising attachments sections (original and sanitized) (#2730)

OECD ENDPOINT_STUDY_RECORD.AdsorptionDesorption_v8.2 (OHT 34) Removal of “Maximum occurrence (%)” (#2654)

OECD ENDPOINT_SUMMARY.AdsorptionDesorption_v8.1 Adding fields to report pesticides related info (OC%, Soil pH. Kd, Kdoc, KF, Kfoc
and 1/n) (#2149)

OECD ENDPOINT_STUDY_RECORD.MagnitudeResidInProcessedComm_v6.1_2023-07-
19_BfR_EFSA_rev.docx (OHT85-9)

EFSA-BfR proposal #2089#2467#2079#1786#2073#2466#2487#2067#2728

OECD ENDPOINT_STUDY_RECORD.ResiduesInRotationalCrops_v8.4_2023-07-19-
1_BfR_EFSA_rev.docx (OHT85-5)

OECD ENDPOINT_STUDY_RECORD.OtherDistributionData_v8.1 (OHT 37)
ENDPOINT_STUDY_RECORD.Hydrolysis_v8.2 (OHT 25)

ENDPOINT_STUDY_RECORD.Phototransformation_v9.1 (OHT 26)
ENDPOINT_STUDY_RECORD.PhototransformationInAir_v9.1 (OHT 24)

ENDPOINT_STUDY_RECORD.PhotoTransformationInSoil_v9.2 (OHT 27)

Harmonising results tables (2745)

OECD ENDPOINT_SUMMARY.FieldStudies_v5.2 (OHT 39) Updating cross-reference (#2765)



Provider Name IUCLID Backlog (#)

CORE FLEXIBLE_RECORD.AnalyticalInformation hHarmonising with current structure of ENDPOINT_STUDY_RECORDs (#2700)

CORE ENDPOINT_SUMMARY.Toxicokinetics_v7.0 Alignment with list of endpoints (postponed to 2024/2025) (#2701)

CORE FLEXIBLE_RECORD.MixtureComposition_v8.3 (doc J) Add new check box “Authorised co-formulant”

CORE FLEXIBLE_RECORD.LiteratureSearch
FLEXIBLE_RECORD.Packaging

FLEXIBLE_RECORD.AssessmentOtherAuthorities(EU PPP) 
FLEXIBLE_RECORD.SubstanceComposition

Harmonising attachments sections (original and sanitized) (#2730)

EU_PPP DOSSIER.EU_PPP_ACTIVE_SUBSTANCE_FOR_MIXTURES_v4.2
DOSSIER.EU_PPP_BASIC_SUBSTANCE_v3.1

DOSSIER.EU_PPP_MAXIMUM_RESIDUE_LEVELS_v3.1
DOSSIER.EU_PPP_MICROORGANISMS_FOR_MIXTURES_v3.2

Dynamic field to capture submission update (#2744)

EU_PPP FLEXIBLE_RECORD.GAP.AdministrativeDataSummary Minor changes (#2726)

EU_PPP FLEXIBLE_SUMMARY.DefinitionResidueFate_v3.0 Additions to reflect changes to the newly created Flexible Record Biomonitoring

EU_PPP FLEXIBLE_SUMMARY.ToxRefValues_v3.2 Picklist harmonisation to allow OpenFoodTox db migration to IUCLID (#2811)

EU_PPP FLEXIBLE_SUMMARY.Impurities New doc to report non-relevant impurities of a.s. as SUBSTANCE datasets (i.e., they should not 
be in the MIXTURE composition since they are not part of the formulation) (#2801)

EU_PPP FLEXIBLE_SUMMARY.DefinitionResidueBiomonitoring New doc to report residue definition in body fluids and tissues needed for the LoE of PPP 
(#2805)

IUCLID FORMAT CHANGES – APRIL 2024

NEW

NEW
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OHTS HARMONISATION TO REPORT (Q)SAR STUDIES IN IUCLID - BACKGROUND

▪ Currently, (Q)SAR results are reported in IUCLID using the same fields as

for “Experimental Studies”;

▪ (Q)SAR specific fields are not available in IUCLID (e.g., applicability

domain, analogues for the reliability assessment);

▪ (Q)SAR specific data can be reported using free-text fields and/or

attaching QPRF template limiting data extraction, mining and reuse.
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OHTS HARMONISATION TO REPORT (Q)SAR STUDIES IN IUCLID - OBJECTIVES

To extend the current OHTs to report (Q)SAR results in structured format in IUCLID according to the

(Q)SAR Assessment Framework (QAF) (OECD, 2023):

➢ Mapping QPRF fields to OHTs structure

➢ Implementing additional fields in OHT format

https://one.oecd.org/document/ENV/CBC/MONO(2023)32/ANN2/en/pdf

https://one.oecd.org/document/ENV/CBC/MONO(2023)32/en/pdf
https://one.oecd.org/document/ENV/CBC/MONO(2023)32/ANN2/en/pdf


OHTS HARMONISATION TO REPORT (Q)SAR STUDIES IN IUCLID - RESULTS

8

Structuring QSAR data to improve their reporting in IUCLID (i.e., 24 new fields 
including picklist)

Reflecting the newly published QPRF v.2.0 template in OHTs/IUCLID format

Facilitating Authorities such as ECHA and EFSA in the assessment of QSAR 
data (e.g., under REACH; pesticides impurities, metabolites)

Possibility to reuse (structured) QSAR data for New Approach Methodologies 
(NAMs) developments. 



Currently the OECD Harmonised Template ”Biodegradation in soil” (OHT 30) makes use of the following 
result sections, comprised of repeatable blocks of fields: 

• ”Material (mass) balance”

• ”Disappearance time (DT) of parent compound“

HARMONISATION OF THE ENVIRONMENTAL FATE TEMPLATES

EFSA has proposed to align the usage of these result sections across the following environmental fate OHTs: 

Hydrolysis 

(OHT 25)

Phototransformation in 
soil 

(OHT 27)

Phototransformation in 
water 

(OHT 26)

Biodegradation in water 
and sediment 

(OHT 29)

*”%total extractable” and “% Non extractable” not included in OHT 25
**Phototransformation in air (OHT 24) and Other distribution data (OHT 37) not changed as no OECD test guideline available



IUCLID - IMPURITIES

• FLEXIBLE_RECORD.MixtureComposition

Function → New picklist to report ‘Relevant 
Impurities’
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• Commission Regulation (EU) No 283/2013 - Any 
information including any known data on 
impurities shall be provided.

→ Proposed new FLEXIBLE_SUMMARY.Impurities
to report information (dataset), if any, on 
impurities (relevant, significant, not significant or 
theoretical)



IUCLID – JOINT SUBMISSION

• Currently the ‘Joint Submission’ technically 
implies that all members are considered as 
applicants

• The above is not suitable for companies who 
provide data by means of Letter of Access

• Proposal is to add a new role ‘Contributor’ to 
handle such cases

11

‘Lead Applicant’ field replaced by ‘Role in the 
Joint Submission’
• Lead applicant
• Member applicant
• Contributor



ANALYTICAL METHODS

• EFSA‘s proposed changes to 
ENDPOINT_STUDY_RECORD.AnalyticalMethods
only limited to update the list of Endpoints

• Several comments received during OECD 
consultation going beyond the proposed 
changes

• EFSA suggests creating new backlog items, if 
not yet done, so that any proposal can be 
carefully analysed for next round of format 
changes

12



• Simplified Table of Content

• Studies and any supporting 
documentation is attached in 
section 4 → no structured data

• No Validation Assistant rules

• No documents generated 
through Report generator

BASIC SUBSTANCE APPLICATIONS



BASIC SUBSTANCE APPLICATIONS
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EFSA proposes to update the Table of Content (ToC) of Basic Substance applications

Possible option which would require less effort would be 
to use the ToC of the existing ‘Active Substance’ dataset

Any change needs to be agreed with the European 
Commission

Timeline: Plan is to implement any change in April 2025



IUCLID IMPROVEMENT ACTIVITIES 

❑Active participation to the OECD improvement activities

• #1 User interface improvements

• Searching functionalities (e.g., improving IUCLID User Interface? Other solutions 
e.g., cloud analysis tools and pipelines)

• #2 IUCLID Reporting

• #3 Using the same dataset for multiple recipients

• Standardisation of data and harmonisation of VA rules

• lifecycle management to address data stability during long evaluation processes and 
prevent data loss during migrations.

• #4 Data availability / Dissemination

• EU PPP, OpenFoodTox, Genotox data 

• #5 Use of ontologies / extension of the format

• EFSA’s FOODEX2 catalogue (PPP commodities, EPPO codes)

• Substance Identifiers (list of reference substances from OpenFoodTox)

15



STAY CONNECTED

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

FOLLOW US ON TWITTER
@efsa_eu @methods_efsa
@plants_efsa @animals_efsa

FOLLOW US ON INSTAGRAM
@one_healthenv_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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