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IUCLID

Recent Technical issues

Several Applicants face severe technical 

problems with complex data sets as required 

for PPP submissions

– In some cases, with 6.6.27, in others already with 

6.6.19

• Data sets do not open

• Dossier creation fails

=> Overall continuous operability of IUCLID 

could not be ensured in all cases

Our Expectation: 

❖ Next IUCLID update to focus on functionality, usability, scalability and robustness 

improvements even if at cost of delaying necessary format changes etc. 

❖ IUCLID to be used solely for active substances and MRL submissions, at least until 

the technical issues are solved, and NOT for Product Authorisations.



– Release cycles:

• 31st of October 2022 – “service release”

• 25th of April 2023 - major release, including format changes

– Positive: 

• Oct 2022:  Validation rules early communicated

• Apr 2023: 

– Communication about intended changes in OHTs / EPS

– Draft versions published on the Internet (link ECHA webpage)

– Commenting phase in Q 3 2022 initiated via OECD

Due to delayed deployment and severe technical issues: Limited 

experience with current version

IUCLID Release of future versions



IUCLID Release of version 6.6.27

IUCLID – Changes in Validation Rules



IUCLID Release of version 6.6.27

IUCLID – Changes in Validation Rules

Observation:

− New validation rules apply to already submitted dossiers prepared according to 

guidance received during the HyperCare programme

− Upload of revised dossiers (e.g. driven to address questions during admissibility / 

confidentiality check) results in multiple validation errors (quality rules)

− Validation rules seem to apply to all components of a mixture data set.

Our expectation: 

− Validation rules must be carefully tested prior to deployment 



IUCLID Release of future version 6.7

IUCLID – Changes in OHTs and EPSs

CLE feedback on updates of OHTs / EPSs:

− Submission of extensive comments to OECD for phys/chem, environmental fate and 

residue sections (OHTs, EPSs)

− If accepted by OECD / EFSA / ECHA: Considerable changes – also in data structure 

within OHTS 

− Migration of current data not clear, obviously not all data can be migrated 1:1

Concerns:

− Apr 2023: More than 300 OHTs / EPSs will change; potential impact: 

− Dossier modification driven by software updates?

− “Empty” OHTs in dossiers already under evaluation??

− Overall: Admissible and published Dossiers are altered with no option to retrieve 

the “admissible state” ???



IUCLID Release of future version 6.7

Our expectation: 

− Proper migration rules to be developed and communicated by ECHA / EFSA

− Any software updates to be tested by ECHA with real case scenarios (realistic 

dossier size and complexity, end-to-end testing, both in functionality and 

performance. 

− Revisit priorities: Focus on functionality, usability, scalability and robustness 

improvements  (if in conflict with format changes)

− Improvements in lifecycle management and parallel format support to avoid 

legal issues when changing already submitted dossiers during release updates


