


OUTLINE

* IUCLID PPP Dossiers-Datasets: Terminology and Structure Overview

* Run Reports with Report Generator
 HOW to run Reports
* WHO should use them
« WHEN to run Reports in Dossier lifecycle
« WHICH Report to choose according to the stage (e.g., dossier admissibility)

* WHY Reports should be used

 IUCLID Demo (GAP Report)



IJUCLID PPP DOSSIERS - DATASETS:
TERMINOLOGY AND STRUCTURE
OVERVIEW
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DATASET-DOSSIER

« Dataset* a collection of documents that relate to a particular chemical
substance, or grouping of chemical substances. It can be of type:

Substance Mixture/Product

* Dossier* a read-only snapshot of a dataset. It contains a Dossier header that

has a structure determined by the working context.

Datasets are editable. Dossiers are read-only.

In IUCLID EFSA Agency instance, MS have access to Dossiers.



GENERALIZED EU PPP DOSSIER STRUCTURE

In EU PPP working contexts Dossiers consist of:*

* One or many Mixture Datasets

with

* One and only one Active Substance Dataset

plus (where applicable)

* One or many Metabolites and/or Impurities Datasets

plus (technically possible but not fully operational)

* One or many Co-Formulants, Safeners and Synergists Datasets

Dossier
Other
Product A Product B
A.S.
Met. C Imp. D
Safener Synergist




PRODUCT AND ACTIVE SUBSTANCE DATASETS

Active
Substance
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Dataset
Product Active
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MAIN ELEMENTS WITHIN A PPP DOSSIER-DATASET

Dossier
Header
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Metabolite
Dataset(s)
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RUN REPORTS WITH REPORT
GENERATOR (RG) - HOW
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RG TOOL - HOW TO ACCESS IT

Default IUCLID reports

Please select

RTF
DOCX
PDF
csv
HTML
XML

TXT




HOW TO RUN REPORTS FOR OTHER REPR. PRODUCTS

MIXTURE Document ><

Important Note: sub-entity report
generation is required with Dossiers and
it is needed to generate reports for other
representative Products datasets.




RUN REPORTS WITH REPORT
GENERATOR (RG) - WHO,
WHEN, WHICH, WHY
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RUN REPORTS WITH RG - WHO AND WHEN

Report Generator should be used as much as possible during the entire Dossier
lifecycle and in support to the DAR/RAR preparation:

a) To check if IUCLID Datasets are complete during compilation (Applicant).

b) To check if IUCLID Dossiers information is complete and consistent during
admissibility (RMS) — a dossier update might be needed before proceeding to the
next steps.

c) Use all available reports in RG to prepare DAR/RAR (RMS): this will ensure

consistency of information among the Assessment Report and the IUCLID
Dossier.
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RUN REPORTS WITH RG - WHICH

The below reports (at least) are recommended to be used during the admissibility
check and in the preparation of the DAR/RAR:

 GAP Table (mandatory) — new GAP mapping file will be published in
Zenodo in May 2025 following next IUCLID release. A video demonstration
on how to use this report will be presented in the final slide.

 List of Substances and Metabolites — fill in the “Remarks" field to populate
the column “Compound found in” in the report (see next slides).

« Table of Analytical Methods — use the cross-reference function to ensure a
method is included in the report (see next slides).

Refer to Agenda item 6_“IUCLID report generator updates” to check the status of
other reports.
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RUN REPORTS WITH RG - LIST OF SUBSTANCES AND METABOLITES

IUCLID METABOLITES DOCUMENT IUCLID
REF.SUBSTANCE

Report




RUN REPORTS WITH RG — TABLE OF ANALYTICAL METHODS

IUCLID
ENDPOINT_STUDY_RECORD

Report
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RUN REPORTS WITH RG - WHY

« RMS is reminded to ensure alignment among the information which will be
included in the DAR/RAR and the information contained in the IUCLID
dossier. The DAR/RAR preparation should start from all available reports.
Therefore, we recommend to make full use of the IUCLID Report Generator
functionality.

 EFSA will ensure alignment among the DAR/RAR and the IUCLID dossier
before entering the peer-view phase.
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GAP LIVE DEMO EXAMPLE
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