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Preparing and submitting dossiers 

• Webinars: 

• General principles of dossier preparation and 
submission 

http://echa.europa.eu/web/guest/view-article/-/journal_content/2dff7a95-55f4-440d-82b6-a7b615d2b7af 

 

 

• Manuals: 

• Industry User Manual 6. Dossier Submission 
http://echa.europa.eu/documents/10162/13654/ium6_dossier_submission_en.pdf 
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IUCLID file. 
Submission via 

REACH-IT 

Export/Import 

Data in XML format 

Export wizard 

Raw data-base 
Enter/edit data 

Dossier database 
Snapshot 

Dossier  
creation 
wizard 

Data from 
scientific 
literature 

Animal tox. test 
data 

Measurements 

Aquatic test data 

QSAR model 
predictions 

CSR 

Preparing and submitting dossiers 



Dossier creation 
Raw data-base 

Enter/edit data 
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Dossier creation wizard 

Step 1. 
 
Define joint 
submissions 
tonnage band 
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Step 2. 
 
We suggest you to 
select all the flags 

Dossier creation wizard 
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Dossier creation  

wizard 

Step 7. 
 
Select the Dossier 
Header information 



 
 Plug-ins to use: 

 
 
 
 
 
 

    TCC tool            Dissemination tool      Fee Calculation 
 

• Available for free from the IUCLID5 website  

• Use the latest version 

Verifying the Dossier Before Submission 
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In substance dataset:                    In final dossier: 
 
 
 
 
 
 
 
 
 
 
 
 
 
• Right click the substance/dossier and select the plug-in   

How to run the  Plug-ins: 
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• Checks most of the Business Rules 

• Simulates Technical Completeness Check 

• Verifies if minimum requirements are fulfilled 

• Checks relevant sections and endpoints based on 
tonnage band 

• Two different results 

• Warning 

• Failure 

• Can be run on substance dataset or on dossier 

the TCC tool  
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Run the TCC tool : 
Check that you have the latest version 
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Run the TCC tool: Filter rules  
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When no TCC or 
BR failures are 
found in the 
dossier or on the 
substance 
dataset, this is 
reported by the 
following 
disclaimer 
messages: 
 

 

Run the TCC tool:  
When no failures are found 

25 February 2013 



Run the TCC tool: 
New feature: Dossier Quality Assistant  
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• BR failure  Dossier fails BR in REACH-IT 

• TCC failure  Dossier fails TCC in REACH-IT 

 

• BR warning is not an indication of that your dossier will 

fail the Business Rules, but it suggests that some 
information that should normally be in your registration 
dossier is missing.  

• TCC warning is not an indication of that your dossier will 

fail the Technical Completeness Check, but it suggests that 
some information that should normally be in your 
registration dossier is missing.  

 

• BR disclaimer no BR failures found 

• TCC disclaimer no TCC failures found  

 

 
• Dossier Quality warnings are recommendations on how 

to improve the consistency of the selected information  

 

• Substance Identity warnings are recommendations on 

how to improve the consistency of the reported substance 
identity information 

The TCC tool 
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Run the Fee Calculation plugin 
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Run the Dissemination tool 
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Dossier database 

Snapshot 
Dossier export 

25 February 2013 



Agenda  

Short overview of the dossier creation 

 

 

Business Rules 
 



What happens after dossier submission 

                               Virus check 

                        File format validation 

                             XML Structure 

                        BUSINESS RULES (BR) 

         Technical Completeness Check + Invoicing 

                      Overall Completeness Check 

                    Registration number is assigned 

                   Confidentiality Claim Assessment 

                               Dissemination 

 

                                 Evaluation 
•25/02/2013 



What happens in REACH-IT 
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• Administrative check 

 

• Checked in REACH-IT 

• Format: verification of information 

• Administrative: certain information must be present 
in the dossier to be able to handle it 

 

• If passed, dossier is accepted for processing 

Business Rules Verification (BR) 
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Most common Business Rule failures in 
initial dossiers 
 
 
 
 
 
 
 
 
 
 

 
• Manual: Data Submission Manual 4 – How to Pass Business Rule 

Verification  
http://echa.europa.eu/web/guest/support/dossier-submission-tools/reach-it/data-submission-industry-user-manuals 

• Webinar: Registration process I: Business Rules – What they are 
and how to pass them  

http://echa.europa.eu/web/guest/view-article/-/journal_content/ac5c7739-a57d-41a3-9163-be762eafeab0 

 

         Business Rule      Short description of the rule 

1 BR131 

The legal entity indicated in the dossier header and/or in section 
1.1 Substance identification of your IUCLID 5 dossier is different 
from the one used to submit the dossier in REACH-IT.  

2 BR027 

In case the JS name indicated in REACH IT is not for the correct substance ID, error message is 
‘The substance identity in your dossier does not correspond to the information available in the joint 
submission you have indicated in REACH IT during the submission of this dossier.’ 
 
In case no JS was indicated in REACH IT but the company is part of a JS for the same 
substance, the error message is ‘The system has detected that you are part of a Joint Submission for 
this substance. You have to indicate the Joint Submission name during the submission in REACH IT’. 

3 BR024 
The IUCLID 5 template used in your dossier is not valid for this 
submission type.  
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What If I Have Failed Business Rules? 

• Communication is sent to REACH-IT mailbox 

• Check submission report 

 

 

 

 

 

• Don’t panic!  

• Can resubmit as many times, as needed 

• No fee is charged related to these BR failures 

• No deadline for resubmission (except REACH deadline 31th of 
May 2013 still applies for 100-1000t/year dossiers) 
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If your initial dossier fails in Business 
Rules then… 

• Identify the failure. Correct it. 
Dossier can not be modified, editing is only 
allowed in ’substance dataset’ mode. 

 

• Create the new dossier. Do not tick ’ 

The submission is an update’ box. 

 

• Check your new dossier with the 
TCC tool! 
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Key Messages 

• Run the TCC-tool in the dossier  

• Business Rules step must pass 
BEFORE the deadline 

• Lead dossiers Business Rules 
have to be passed, before 
members can proceed with 
their submissions 

• Contact ECHA Helpdesk 
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Thank you! 


