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Agenda
• Short overview of dossier creation
• Registration process
• What are business rules

– Mandatory business rules
– Overrulable business rules

• Most common reasons for failing business rule 
verification

• Most common Helpdesk cases
• Further support

http://echa.europa.eu
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IUCLID 5 - fundamentals

Export wizardwizard

IUCLID I5Z
Dossier submission

Raw data-base
Enter/edit data

Dossier database
Snapshot

Dossier 
creation wizardwizard
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Data from scientific 
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QSAR model 
predictions

Animal tox. test 
data

Measurements

Aquatic test data

http://echa.europa.eu
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Dossier creation

Raw data-base
Enter/edit data
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Dossier creation wizard
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Dossier export

Dossier database
Snapshot
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IUCLID I5Z

Pre-processing

Up-loading

Processing

U
pl

oa
d 

da
te

Pr
e-

pr
oc

es
s 

en
d 

da
te

Pr
oc

es
s 

en
d 

da
te

FCC

TCC

BR OCC EoP

This step must be 
successfully completed 

before the deadline.

Earlier submission 
recommended!

These steps can take place after 
the deadline, reasonable deadline 

set in case of TCC failure.

Submission pipeline
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Critical steps of the registration process
• Business Rule verification 

– Failure rate down from 40 to 25%

• Technical Completeness Check
– Since the introduction of the TCC tool low failure rate (<5%)

• Financial Completeness Check
– Important to pay the invoice in time (very rare reason for 

rejection, <1%)

http://echa.europa.eu
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What are business rules?
• Administrative check

• Checked in REACH-IT
– Format: Correct format
– Administrative: Certain information must be in the dossier to be 

able to handle it

• If passed, dossier is accepted for processing

http://echa.europa.eu
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Mandatory vs. Overrulable Business Rules

• Mandatory business rules:
– Majority of BRs 
– Automatic check

• Overrulable business rules:
– Already exist
– Manual check

• Both have to be successfully passed to be accepted for 
processing

http://echa.europa.eu
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Top 10 Business Rule Failures*

BR What is the BR % of all BR failures TCC tool

1 BR131 Legal Entity 24.1% Partially

2 BR090 Mono-constituent substance vs. 1.2 8.1% Yes

3 BR020
EC/CAS/IUPAC must be present for all reference 

substance 7.6% Yes

4 BR019 Minimum one constituent must be present in S1.2 4.9% Yes

5 BR038 Spontaneous update (format check) 4.9% Yes

6 BR091 Optional Joint Submission documents for members 4.7% No

7 BR027 Incorrect Joint Submission Object name 3.8% No

8 BR033 Initial vs. Update dossier 3.8% No

9 BR082 Tonnage band comparison 3.8% No

10 BR063
S1.5 must be empty if dossier is not part of a Joint 

Submission 2.8% Yes

All the other business rule failures 31.4%

*during the first three weeks of August http://echa.europa.eu
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“Old” vs. “New” Top 10

• BR131
• BR090
• BR020
• BR019
• BR038
• BR091
• BR027
• BR033
• BR082
• BR063

• LE missmatch
• BR020
• BR024
• BR025
• BR033
• BR034
• BR038
• BR060
• BR082
• BR119
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Making Your Registration Successful

http://echa.europa.eu
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