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Published in the IUCID PPP manuals and documentation

Existing rules
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▪QLT_PPP 004/009/010/027/047

Updated to reflect the changes in the Literature Reference 
entity and resolve issues with multiple literature reference 
entities in a data source

Updated rules: Data source
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▪QLT_PPP 011/13/15/17

Checks presence of Endpoint Study Records

Updated rules: Data requirements
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▪ QLT_PPP_037

If in a Data Protection block, in the field is checked, then the field 'Justification' must not be empty and 
if in a Data Protection block, the field 'Justification' is not empty, the flag must be checked

▪ QLT_PPP 047/041/040/042/043/044/049/045/046

Example: The rule checks all EU_PPP endpoint study records in the Mixture and linked under mixture 
composition Substance datasets.

The rule passed if at least one of the following conditions is met:

The field 'Attached (confidential) document' is empty

The fields 'Attached (confidential) document' AND 'Attached (sanitised) documents for publication' 
have an attachment.

New rules: Confidentiality and Attachments
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▪QLT_PPP_050: 

Other representative product is 
incomplete. The Mixture 
composition must include one 
linked substance which has the 
Function = 'active substance'. 
This substance must be the same 
in the Main product mixture and 
in the Other Representative 
products

New rules: Multiple product
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▪ BR_PPP_038/051

For renewals 'European joint submission 
number' field in UUID format must be 
completed

▪ BR_PPP_039/52

For renewals - a selection must be done in 
the Lead applicant field if the selection is 
'no' the Remarks field must not be empty.

Offers the potential for 
refinement of rules applied 
based on the selections in these 
fields

New Rules: Dossier header
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Enhancements: Endpoint_Summary checks
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QLT_PPP 012 / 014 / 016 / 018

Currently all summaries are required

Need for document completion to allow the 

compilation of endpoint lists



▪ QLT_PPP_021

Mixture composition is incomplete. At least one 
Mixture composition must be present in the 
dossier function. This must include a linked 
substance which has the Function = 'active 
substance’.

Need for refinement in case of confirmatory 
data?

Reasons

1) No substance information 
available for notifications 
that a dossier has been 
submitted

2) Resubmission with 
substance added will 
results in a submission 
failure

Need for a failure: Active substance
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▪ Example Requirement
summary: FLEXIBLE_SUMMARY.ToxRefValues is 
complete

The rule fails if any of the following is not true
The rule checks each Toxicological reference 
values (FLEXIBLE_SUMMARY.ToxRefValues) document 
for completeness.

Complete means: at least one of the following set of 
conditions (1 or 2) must be fulfilled, otherwise the rule 
fails for the document:

IF 'Not allocated' under the AOEL (Acceptable operator 
exposure level*) header is not selected, THEN 'AOEL', 
'Study retained', Route of original study, 'Oral 
absorption value (%)', 'Overall uncertainty factor 
(UF)' must have an entry

IF 'Not allocated' is selected, THEN 
a 'Justification’ field must have an entry.

Development: Flexible record checks

10

Backlog item 1782 – Added to Hypercare rules backlog

https://efsa815.sharepoint.com/:x:/r/sites/IUCLIDHypercareprogramme/Shared%20Documents/General/EU_PPP_RulesBacklog.xlsx?d=w6630c8946c724716b9c1664fa65877b6&csf=1&web=1&e=IKA9WT


▪QLT_PPP 001 - 009

Apply the checks on the 
administrative data to the 
‘Other substance’ and 
‘Other mixture’ datasets 

Development: Rules for ‘Other’ dataset
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Backlog item 1782 – Added to Hypercare rules backlog

https://efsa815.sharepoint.com/:x:/r/sites/IUCLIDHypercareprogramme/Shared%20Documents/General/EU_PPP_RulesBacklog.xlsx?d=w6630c8946c724716b9c1664fa65877b6&csf=1&web=1&e=IKA9WT


▪ Example: Results and discussion' is not complete. For each endpoint study record 
marked as 'key study' or 'weight of evidence', under 'Effect concentrations' heading, 
the fields 'Duration', 'Dose descriptor', 'Effect conc.' and 'Basis for effect' must be 
filled in, with unit. If 'other:' was selected in any of the picklists, the below field must 
be filled in. Each created entry must be complete.

If a quantitative result was not determined, an explanation must be provided in the 
field 'Remarks on result'. If none of the available picklist values apply, select 'other:' 
and provide the reason for not determining a quantitative result in the below field. 

Development: Reuse of results table checks
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Require fields in the 
applicants summary to be 
mandatory

All fields?

Technical note: Text box 
fields can be used more 
effectively in Report 
Generator than HTML fields

Development: Applicants summary

13

Backlog item 1741 – Added to Hypercare rules backlog

https://efsa815.sharepoint.com/:x:/r/sites/IUCLIDHypercareprogramme/Shared%20Documents/General/EU_PPP_RulesBacklog.xlsx?d=w6630c8946c724716b9c1664fa65877b6&csf=1&web=1&e=IKA9WT


OHT 57 Analytical methods

Further review needed 
based on feedback from 
the OECD consultation

Should rules be defined in 
conjunctions with 
document reviews?

Development: Rules and Document Updates
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▪ Time needed between rule implementation and 
inclusion in Validation assistant? 

▪ Form of consultation  - in writing or meeting?

Most importantly: How can validation 
assistant support your work in IUCLID?

Points for discussion
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Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Contact us

efsa.europa.eu/en/contact/askefsa
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