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Agenda

e Short overview of dossier creation
e Registration process

 What are business rules
— Mandatory business rules
— Overrulable business rules

 Most common reasons for failing business rule
verification

 Most common Helpdesk cases
e Further support
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Dossier creation ReECHA
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Dossier creation wizard RECHA

European Chemicals Agency

1 Dossier creation wizard

Select a dossiertemplate which meets your specific requirements:
regulatory programme, type of dossier, tonnage band, member of ajoint submission, etc.

3

=) Substance

Dossier templates available for a substance:

Complete

Biocides - Active ingredients
Biocides - Biocidal products
Biocides - Substances of concern
CLP notification

CLP Regulation - CLH dossier
Endpaoints information

OECD harmonised templates

OECD SIDS

REACH Annex XV - Restriction
REACH Annex XV - SWHC

REACH Application for authorisation
REACH Downstream user report
REACH Inquiry

REACH Maotification of substance in article
REACH PPORD

ion 1 - 10tonnes, phy hemical requirements
REACH Registration 1 - 10 tonnes, standard requirements
REACH Registration 10 - 100 tannes
REACH Registration 100 - 1000 tonnes
REACH Registration above 1000 tonnes
REACH Registration member of a joint submission - general case
REACH Registration member of a joint submission - intermediates
REACH Registration on-site isolated intermediates above 1 tonne
REACH Registration transported isolated intermediates 1 - 1000 tonnes
REACH Registration transported isolated intermediates above 1000 tonnes
REACH Substance Evaluation

Mote: The dossier template is used to determine which substance endpoints will be selected by default. The selection can
be modified manually in a subsequent step of the dossier creation

_—————— ] F _ﬂext > _I LCancel

Select a doszier template




Dossier export RECHA
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Submission pipeline

IUCLID I5Z
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Up-loading

Upload date

LA,

Pre-processing

BRECHA

European Chemicals Agency

/\ Process end date

Processing

Pre-process end date

These steps can take place after
the deadline, reasonable deadline
set in case of TCC failure.

This step must be

successfully completed
before the deadline.

Earlier submission
recommended!



BRECHA

European Chemicals Agency

Critical steps of the registration process

e 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 8



BRECHA

European Chemicals Agency

What are business rules?

 Administrative check

e Checked in REACH-IT

— Format: Correct format

— Administrative: Certain information must be in the dossier to be
able to handle it

o |f passed, dossier is accepted for processing

http://echa.europa.eu 9
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Mandatory vs. Overrulable Business Rules

 Mandatory business rules:
— Majority of BRs
— Automatic check
e Overrulable business rules:
— Already exist
— Manual check
 Both have to be successfully passed to be accepted for
processing

http://echa.europa.eu 10



Top 10 Business Rule Failures* @ ECHA

European Chemicals Agency

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
EC/CAS/IUPAC must be present for all reference
3 BR020 substance 7.6% Yes
4 BR0O19 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 BRO027 Incorrect Joint Submission Object name 3.8% No
8 BRO033 Initial vs. Update dossier 3.8% No
9 BR082 Tonnage band comparison 3.8% No
S1.5 must be empty if dossier is not part of a Joint
10 BR063 Submission 2.8% Yes
All the other business rule failures 31.4%

*during the first three weeks of August http://echa.europa.eu 11



“Old” vs. “New” Top 10

LE missmatch

BR020
BR024
BR025
BR033
BR034
BRO38
BRO60
BR082
BR119

BR131
BRO90
BR020
BRO19
BRO38
BRO91
BRO27
BRO33
BR082
BRO63

BRECHA

European Chemicals Agency
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