
FILTERING RULES -
FEEDBACK FROM THE WP

Klaus LEDER (AGES)

Chiara MACCHI (EFSA)

Jose JUANES (ECCA)

Marc TEIWES (CLE)

7th meeting of the PSN IUCLID sub-group

19-20 June 2023



IUCLID PSN FILTERING WP

• The filtering WP ran between 15 September 2022 and 15 June 2023

• It will currently be suspended in order to prioritise the microorganisms WP and 
may resume at a later stage (either with regular or ad-hoc sessions)

• 16 participants

• Updated filter rule excel for the current IUCLID release available here: 
10.5281/zenodo.8052372 



DECISIONS TAKEN

 Established filter rules for all the new/updated IUCLID documents included in the 
IUCLID 6 v.7 release using the newly agreed principles of reducing the number of 
UNLESS_CONF fields to the extent possible

 A new filter rule “COMPONENTS_PPP” developed for more sophisticated 
filtering of the Mixture composition table

 If the function of a mixture component is set to active substance, active substance 
(other, not to be assessed), safener or synergist  the related information in the table is 
always published

 Other components can be flagged confidential within the table  this will remove both 
the related information in the table and the whole row will be deleted (i.e. it will no 
longer be possible to derive the total no. of components within the mixture)



DOC J REMOVAL

 Aim to no longer support Doc J as from April 2024 

 In order to reduce over-filtering of dossiers prior to publication

 In order to gather the data in a structured manner (as for all other data) which 
can only be achieved by filling in the appropriate IUCLID fields

 Subject to having a report on confidential data generated through Report 
Generator

 Subject to a limited number of format changes to be made to IUCLID 

With an agreed plan on dealing with already submitted/published dossiers

 N.B. It is important for applicants to be aware as from now that they should 
provide the data in the appropriate fields in IUCLID

 EFSA to continue implementing quality warnings on this data in the future



DECISIONS TAKEN

 The “Closed list for confidentiality” was established by mapping all items for which 
a confidentiality request can be made against IUCLID to identify which parts of 
the dossier may host these items  aim to lean the confidentiality request 
process (fewer claims to be made, assessed, etc)

 A draft set of filter rules extending the UNLESS_CONF reduction also to existing 
documents/fields has been agreed with a strong drive to publish more data

 The file will be made available for public consultation end June – mid August with an 
EU Survey to provide feedback

 The intention is to apply these revised filter rules as from April 2024

 CBI flags added to new Closed List IUCLID documents with results linked to a 
reference substance (Analytical methods & Analytical Profile of batches)



• All UNLESS_CONF rules analysed

• For UNLESS_CONF fields in closed list UNLESS_CONF maintained or converted to 
NOT_PUBLISHED in exceptional cases

• Information reported in Summaries, Administrative data (including Data Waiving), Methods 
descriptions, Results descriptions, Background material remarks, Discussion which were 
UNLESS_CONF are switched to PUBLISHED – This information should be made available for 
the Public Consultation

• DetailsOnMethods set to PUBLISHED  it is recommended to put confidential information in 
a cross-referenced Analytical Methods document

• The HTML text boxes 
AnyOtherInformationOnMaterialsAndMethodsInclTables.OtherInformation & 
AnyOtherInformationOnResultsInclTables.OtherInformation remain UNLESS_CONF

• Specific attention was applied to FLEXIBLE_PACKAGING & 
FLEXIBLE_RECORD.AssessmentOtherAuthorities – Attachments should NOT be set to 
PUBLISHED (IUCLID backlog item to be created for adding a non-confidential attachment)

DECISIONS TAKEN



IUCLID FILTERING AUXILIARY RULES

• All fields in IUCLID have a dedicated filter rule (listed in the filter rule 
configuration file) except picklists associated with free text fields:

a) When you select “Other” from a picklist (Rule DS0008)

b) When you select “Other” from a picklist, followed by “Remarks” (Rule DS0009)

• These are also displayed separately when running the Dissemination 
preview for a dossier:



BEHAVIOUR OF AUXILIARY RULES

• The two rules are independent from each other (one governing “Picklist: 
Other” and the other governing “Picklist: Other + Remarks”

• They are currently both switched ON  the information is REMOVED from 
the dossier

• PROPOSAL: the rules should be switched OFF  the information is 
PUBLISHED by default

• N.B. these are “all or nothing” rules so they are set once upfront and are 
then applicable to all documents within each dossier



DECISIONS TAKEN

 The Auxiliary rules on the picklists will be switched OFF  the information will be 
PUBLISHED by default

 The above will be included in the public consultation to be launched in the summer on 
the April 2024 ruleset so that EFSA can collect feedback on the proposal before 
implementing

 If there are major changes compared to the proposed rules, the filtering WP will reconvene after 
the summer to discuss
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ANALYTICAL METHODS
TEMPLATE

OHT 87
IUCLID feedback



Analytical methods

Technical Material and Preparations - Analytical methods for Annex II (part A, Section 4) and Annex III 
(part A, Section 5) SANCO/3030/99 rev.5 - 22 March 2019

Residues Analytical Methods for Risk Assessment and Post-approval Control and Monitoring Purposes -
SANTE/2020/12830. Rev 2 – 14 February 2023

Guidance document on analytical quality control and method validation procedures for pesticide residues 
analysis in food and feed - SANTE/11312/2021 – 1 January 2022

Technical Guideline on the Evaluation of Extraction Efficiency of Residue Analytical Methods -
SANTE/2017/10632. Rev.5 – 11 May 2023

Working document on the summing up of LOQs in case of complex residue definitions -
SANCO/12574/2014 rev.5.1, 30 November-1 December 2015

European Commission Guidelines – Maximum Residue Levels



OHT 87 - mix of confidential and non-confidential information

Problem: Depending on structure one method may contain analytical information for confidential and non-
confidential substances (e.G. relevant and non-relevant impurities) – applies also to other data e.G. QSAR

- Filtering simple and straight forward for tabular fields:

- Detailed filtering impossible for free-text fields:

Proposed solution: Split out of information in several OHTs to separate confidential and public
information



Option I: Keep all OHTs under the AI dataset and make OHT as a whole confidential

 For Analytical methods implementation of further substructure reflecting Data 
requirements

 Anyhow recommended for better overview and structure



Example, active substance in TGAI, SANCO 3030/99
“methods for the analysis of the active substance as manufactured (QC)”

Example, significant impurity in TGAI, SANCO 3030/99
“methods for significant impurities”

Example, relevant impurity in TGAI, SANCO 3030/99
“methods for relevant impurities and metabolites of concern”

Example, analyte in ecotox matrix for Algae study, SANTE/12830/2020
old SANCO/3029 “methods for risk assessment”

Example, analyte in environmental matrices for water, SANTE/12830/2020,
old SANCO/825 “methods for post-approval control and monitoring purposes”

ILV

ILV

ILV



Option I: Keep all OHTs/EPs under the AI dataset and make OHT as a whole confidential

 Expansion of Endpoint picklists

 Depending on Selection OHT/EPs would be filtered completely or not

 CBI justifications to be provided as before



Option II: Split OHT by substance dataset

• Impurities linked as individual substance datasets as needed
• Non-relevant impurity data sets filtered out by flagging currently in the mixture composition 

document
• CBI justifications only to be provided once within composition document



Option II: Split OHT by substance dataset

• Non-relevant impurity data set contains only information related to confidential substances

• Relevant Impurity or AI dataset contain all relevant public information regarding the 
analytical methods

• Corresponding literature reference linked to all relevant instances of the OHT



Linking of impurities

Current situation: If Impurity substance datasets exist they can only be linked to the mixture composition (AI 
composition allows only for reference substance linking):

- Creates confusion on mixture composition level
- Prevents the re-use of data sets across submissions as relevant data are only available on impurity level 

linked to any mixture datasets

- Proposed improvement: Enable linking of substance data sets to the TGAI composition document 
(Specification of purity of the active substance)



YOUR FEEDBACK IS NEEDED

Slido



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.europe.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 


