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Technical Completeness Check

Carried out according to Article 20:

„The Agency shall undertake a completeness check of each 
registration in order to ascertain that all the elements 
required […], as well as the registration fee […] have been 
provided.

Dossier processing at ECHA
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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



http://echa.europa.eu 4

Technical completeness check:
PPORD dossiers:

– 95 % of dossiers passed at first time, almost all passed 
at second submission (total 88 submissions*)

Isolated Intermediate dossiers:
– 61 % of dossiers passed at first time, almost all passed 

at second submission (total of 123 submissions*) 
Registration dossiers:

– 48 % of dossiers passed at first time, almost all passed 
at second submission (total of 100 submissions*) 

* Numbers are given for the dossiers submitted between 5 Jan 09 – 15 May 09 
and which have been accepted for processing (i.e. passed Business rules)

ECHA experiences
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Technical completeness check:

Registration dossiers: 
• Section 2.1 GHS (classification and labelling CLP): all 

hazards have to be addressed, don’t forget 
Carcinogenicity, Specific target organ toxicity, etc (create 
a new block in IUCLID 5!)

• Section 2.2 DSD (classification and labelling 67/548/EEC): 
“Classification” or “Reason for no classification” has to be 
provided for all dangerous properties

• Reasons why spontaneous updates (tonnage level 
increase) often fail the TCC: not all required endpoint 
study records are provided or are not complete

ECHA experiences
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Technical Completeness Check

Updated manual available since beginning of May:

Data Submission Manual 5: How to Complete a 
Technical Dossier for Registrations and PPORD 
Notifications (RELEASE 2.0)
http://echa.europa.eu/doc/reachit/compl_tech_dossier_manual.pdf

Main changes:
1) Composition must be selected:

!

http://echa.europa.eu/doc/reachit/compl_tech_dossier_manual.pdf
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Technical Completeness Check
Main changes:
2) Reference Substance: Structural formula must be provided if 
possible (i.e. for a mono-constituent substances in section 1.1, and 
for constituents of mono- and multi-constituent substances in section 
1.2). 
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Technical Completeness Check
Main changes:
3) Purpose flag: all key studies, weight of evidence, data waivers and 
testing proposals per endpoint must be complete. 
Tip: Supporting studies are not checked for technical completeneTip: Supporting studies are not checked for technical completeness!ss!
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Technical Completeness Check
Main changes:
4) New: Information is given on which fields must be filled as a minimum 
in “Results and Discussion” to pass the technical completeness check
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Technical Completeness Check
Where to find Data Submission Manual 5 and 8:
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Technical Completeness Check
Where to find Data Submission Manual 5 and 8:
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Supporting IT Tools:

TCC Tool for PPORD dossiers: 
http://iuclid.echa.europa.eu/index.php?fuseaction=hom 
e.completenesscheck&type=public

Inquiry Dossier Preliminary Check 
Tool:
http://iuclid.echa.europa.eu/index.php?fuseaction=hom 
e.inquiry&type=public

http://iuclid.echa.europa.eu/index.php?fuseaction=home.completenesscheck&type=public
http://iuclid.echa.europa.eu/index.php?fuseaction=home.completenesscheck&type=public
http://iuclid.echa.europa.eu/index.php?fuseaction=home.inquiry&type=public
http://iuclid.echa.europa.eu/index.php?fuseaction=home.inquiry&type=public
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Supporting IT Tools:

TCC Tool for Registration Dossiers:

• It will offer the possibility to companies to check on their own 
the completeness before submitting to ECHA

• Tool will be developed as a IUCLID 5 plug-in
• Release to the public at the ECHA website is envisaged 

before end 2009

Please visit ECHA website: REACH IT
http://echa.europa.eu/reachit_en.asp

http://echa.europa.eu/reachit_en.asp
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ThankThank You You 
for for youryour attentionattention
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