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Outline 
 
• Background: Why this revision? 
 
• Review of completeness check rules 

 
• Introduction of manual verification 

 
• Take home messages 
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REACH defines  
• the format of the registration dossier 
• the information that has to be provided 
• and establishes the obligation for ECHA to check 

that all the required elements have been provided 
 
Only if all information is complete, a registration 
number is issued 

Completeness check? 
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• Experience from two registration deadlines 
 

• Indication that certain revisions to the initial 
completeness check should be made 
 

• Timing – stable implementation before deadlines 
 

• Process established in 2008, never modified 
 

Background – Why this revision? 



5 

Aspects considered: 
• Review of IUCLID formats 

• Improved structuring of information, CLP/GHS integration 
 

• Changes in some regulatory requirements 
 

• Increase the level of availability of expected information: 
• Avoid having to do ‘completeness check’ at compliance check 
• Very limited number of dossiers bypassing the system 

 
Scope of the revision 

• Review the automatic completeness rules 
• Manual verification to certain extent 

Background – Why this revision? 
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• ECHA Management Board 

 
• Member States (CARACAL meetings) 

 
• European Commission 

 
• Industry associations 

Consultations 



Review of the completeness check 

1 – Review of the rule set 
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Principles for the rules review (1/2) 

• Legal basis: 
• each new or modified rule connected to REACH 

requirements 
• no change in legal requirements 

 
• Usefulness: new or modified rules address 

information necessary for achieving aims of REACH 
 

• Robustness: rules check fields with a clear purpose 
and format 
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Principles for the rules review (2/2) 

• Simplicity: clear rules to be understood by non-
expert users (even if certain level of cross-checking 
of information is unavoidable) 
 

• Proportionality: assessment of impact of the revised 
rules on registrants 
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Result of the review 

• Revised data formats and rules will give increased 
transparency on requirements for registrants 

• Most rule changes relate to format changes 
• Covered by migration 

• Impact on existing dossiers (proportionality) 
• When information could not have provided (e.g. new field), 

and data migration cannot resolve it, changes implemented 
only if low impact or high benefit (limited cases).  

• When the information should and could have been there in 
the first place, accept higher impact. 

• Discussed with industry working group 
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Key elements in ESR – results  
 Results – IUCLID 5 

• Table – structured values, units and parameters; 
• Table – Remarks; 
• Rich text  
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Key elements in ESR – results  
 Results – IUCLID 6 

• Table – structured values, units and parameters; 
• Table – Remarks (on absence of quantitative result); 
• Rich text  
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Key elements in ESR – test material 
 Test material – IUCLID 5 

• ‘yes’ = same as substance in section 1 
• Identifier + free-text identity 
• Details on test material 
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Key elements in ESR – test material 
 Test material – IUCLID 6 

• ‘yes’ = same as substance in section 1 (field removed) 
• Identifier + free-text identity 
• Details on test material 

 • STRUCTURED 
• COMPOSITION-BASED 

• REUSABLE 
• CENTRALLY MANAGED 
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Use description 
 IUCLID 5 

• Use description consists of  a name and a list of use descriptors 
• Descriptors required depend on use type 
• Remarks accepted instead of technical function (old formats) 

 
IUCLID 6 

• Use description includes contributing activity/technique with 
related use descriptor (from IUCLID 5) 

• Each use type requires at least one contributing activity for the 
environment (ERC), and one for workers or consumers 
(PROC/PC/AC).  

• Remarks accepted instead of technical function (old formats) 
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Use description 
 IUCLID 5 
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Use description 
 IUCLID 6 
 

M 
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Use description 
 IUCLID 6 
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Use description 
 IUCLID 6 
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UVCB manufacturing process 
 IUCLID 5 

• Various locations (section 1.1 reference substance, section 1.4, 
section 3.1…) 

• Varying level of detail. 
 

IUCLID 6 
• Improved field ‘Description of composition’ in section 1.2; free-

text templates available 
• Required for UVCB substances as key SID information; 
• Supporting attachments can be provided. 

 

SID information 
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Concentration ranges 
 IUCLID 5/6 

• No change in format; 
• Previously required as alternative to typical concentration, and 

only one range field; 
• Now full range always required; exceptions when reporting 

100% or 0%. 
 

 

SID information 
 



Review of the completeness check 

2 – Manual verification 
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Objectives of manual verification 
  
• Stopping dossiers where manifestly irrelevant 

data is provided instead of required information 
 
• Preventing that registrants with such data bypass 

the system 
 
• The procedure will stay within the scope of 

completeness check 
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Areas in focus 
 Checking if a plausible justification exists when 
deviating from standard information requirements, 
e.g.: 
 
• Manifestly irrelevant data waivers for hazard data 
 
• Deviations on substance identity requirements 

(e.g. no analytical information provided) 
 

• Justification if CSR is waived 
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Implementation 

• Certain criteria will trigger dossiers that will be 
stopped for manual verification 
 

• Integral part of the current completeness check 
procedure 
 

• Implemented with the go-live of the new IUCLID 
and REACH-IT (mid 2016) 
 

• Invalidation of registration numbers 
• Well justified cases 
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The target: 

 
 
 



Take home messages 
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Take home messages 

• The revised process will be launched in one go 
• Revised rules 
• Manual verification 
• Together with IUCLID 6 and new REACH-IT version 

• It applies equally to existing and new registrations 
• New dossiers: reported info expected to be clearer 
• Existing dossiers: certain rework needed. Minimal if 

consistent information provided in the past (examples) 
• Support will be available 

• IUCLID Validation assistant with revised rules 
• Manual verification – non acceptable examples 

 



Thank you! 

 
 
 
Subscribe to our news at 
echa.europa.eu/subscribe 
 
Follow us on Twitter 
@EU_ECHA 
 
Follow us on Facebook 
Facebook.com/EUECHA 
 

javier.sanchez-saez@echa.europa.eu 
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