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Topics

• Dossier preparation (IUCLID 5)

• Dossier submission (REACH-IT)

• Dossier processing at ECHA

• ECHA experiences so far
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Dossier Preparation (IUCLID 5)

Main steps to preparing and submitting a registration:

(pre-requisite: IUCLID installation and REACH-IT accounts)

1. Prepare the ‘substance dataset’ in IUCLID 5
2. Export the dossier from IUCLID 5
3. Upload the dossier via REACH-IT

4. ECHA checks ‘business rules’, sends invoice (if needed) and 
performs Technical Completeness Check (TCC)

5. (Re-submission may be required due to business rules 
and/or TCC)

6. Following fee payment, ECHA issues registration number
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Dossier Preparation (IUCLID 5)

Structure of registration dossier

1-10 tonnes: Technical
Dossier

>10 tonnes: Technical + Chemical
Dossier Safety

Report
(CSR Tool)
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Technical dossier
Annex VI of REACH: Identity of registrant, Identity of 

substance, Information about uses, C&L, Guidance on 
safe use …

Annexes VII to X: Physicochemical, toxicological and 
ecotoxicological studies requested depends on tonnage :

• 1-10 tons: Annex VII 
• 10-100 tons: Annex VII + VIII
• 100-1000 tons: Annex VII + VIII + IX
• >1000 tons: Annex VII + VIII + IX + X

PS: Annex XI: general rules for adaptation of Annexes VII to X

Dossier Preparation (IUCLID 5)
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(pre-requisite: IUCLID installation and Legal Entity) 

• Create and complete ‘substance dataset’ for the 
substance being registered

• Export dossier (select dossier type and fill ‘dossier 
header’)

Full details on IUCLID installation and use manual:
http://iuclid.echa.europa.eu/

Dossier Preparation (IUCLID 5)

http://iuclid.echa.europa.eu/
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The ‘Dossier Header’
Dossier Preparation (IUCLID 5)

• Identifies the 
submission type

• Must be correct 
to pass Business 
Rules
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Step 1: Dossier Upload – Select dossier

Dossier submission (REACH-IT)

1. Select the dossier type to submit

2. Browse to the file to submit

An access code is required 
to upload large files

3
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Step 2: Dossier Upload – Confirm submission & obtain 
submission number

Link to the inbox to consult 
the submission report

Submission 
number

Dossier submission (REACH-IT)
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Further information…
Dossier Submission (REACH-IT)

REACH IT User Manual:
• Industry User Manual - Part 1: Getting started with REACH-IT

- Part 2: Sign-up and account management
- Part 3: Login and Message Box
- Part 4: Online Pre-Registration
- Part 5: Pre-SIEF
- Part 6: Dossier Submission
- Part 7: Joint Submission
- Part 8: Invoices
- Part 10: Claim of a registration number for a 

notified substance

http://echa.europa.eu/reachit_en.asp

http://echa.europa.eu/reachit_en.asp
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Workflow
Check of Business Rules

(ensure that dossiers can be processed by the system)

Technical Completeness 
Check (TCC)

Check if payment was 
received in full

Completeness check:

Registration number Rejection (rare cases)

(Request to complete dossier 
+ 2nd Completeness Check)

+

pass fail

Dossier processing at ECHA
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Business rules are a set of pre-requisites that must be fulfilled before 
ECHA can establish that the dossier can be handled properly and that the 
required regulatory processes can be successfully carried out. 

Three main reasons:

• Format - e.g. inquiry dossier in a registration template

• Administrative - e.g. registration update does not provide 
registration number 

• Technical – REACH-IT cannot ‘understand’ the substance 
identifiers

Dossier processing at ECHA
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Dossier processing at ECHA

Data Submission Manual 8: Business Rules validation
Provides list of all business rules and how to avoid 
failures:

!

http://echa.europa.eu/doc/reachit/reachit_data_submission_manual_8_business 
_rules_validation_20090417.pdf

Further information on Business Rules…

http://echa.europa.eu/doc/reachit/reachit_data_submission_manual_8_business_rules_validation_20090417.pdf
http://echa.europa.eu/doc/reachit/reachit_data_submission_manual_8_business_rules_validation_20090417.pdf
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‘Business Rule’ failures:
• Since 1 June 2008, 40% of dossier have failed at the 

business rule stage.

• An increased number of failures was observed after the 
migration to submission via REACH-IT on 5 January 2009.

• As a result ECHA prepared DSM 8: ‘Business rule validation’ 
to supplement DSM 4: How to submit a valid dossier to 
ECHA and complete the dossier header

ECHA experiences
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‘Business Rule’ failures:
• Initial vs. update submissions: 

Invalid previous reference numbers (submission no. and previous 
communication no.) given in dossier header

• Regulatory identifiers: 
Invalid pre-registration/inquiry/registration numbers given in Section 1.3

• Confidentiality claim with no justification: 
Invoice is based on chargeable services. Without justification is it a 
genuine claim or a mistake?

• Production site not defined (for a manufacturer): 
REACH-IT cannot determine the ‘relevant‘ Member State

ECHA experiences
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Key messages

• Registration dossiers should be prepared well in advance

• Carefully consult the relevant guidance and manuals

• Take care to ensure that the dossier header and substance 
identity sections are completed according to the instructions 
in the data submission manuals

ECHA experiences
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