
REACH DOSSIERS: HOW TO BE COMPLIANT AND WHY IT MATTERS 

Why compliance?  

The Registration, Evaluation and Authorisation 

of Chemicals (REACH) is a regulation of the 

European Union (EU), adopted to improve the 

protection of human health and the 

environment from the risks that can be posed 

by chemicals, while enhancing the 

competitiveness of the EU chemicals industry.  

 

REACH requires the manufacturers or 

importers of substances to submit a dossier 

documenting the identity and properties of a 

substance, and how it is used safely. It is a 

requirement of REACH Article 22 for 

registrants to maintain dossiers and update 

them in the light of new relevant information.  

 

However, the German Federal Institute for 

Risk Assessment (BfR) and the German 

Environment Agency (UBA) found that, as of 

2018, only one-third of the approximately 

3,800 REACH registered dossiers that were 

investigated met the information requirements. 

The remaining two-thirds were split 50/50 

between those that were non-compliant and 

those where more investigation was required to 

confirm compliance.  

 

The European Chemicals Agency (ECHA) and 

the European Commission (EC) have created a 

Joint Action Plan to address the lack of 

compliance with the information requirements 

in dossiers. To support this, industry 

associations, such as the European Chemicals 

Industry Council (Cefic) and Eurometaux, have 

launched initiatives to promote the improvement 

of dossier quality among their members. 

 

Regulators and industry associations are now 

focusing on increasing the number and 

thoroughness of dossier checks. Therefore,  it 

is vital to ensure that your dossiers are 

compliant with the information requirements, 

including scientifically robust justification of any 

adaptations from the test endpoints used. This 

extends to checking if new evidence relating to 

your substance(s) or new guidance 

recommended by ECHA has been published 

since submitting your dossier. 



IUCLID dossier checking tool 

IUCLID is software that was developed by ECHA   in 

association with the Organisation for Economic Co-operation 

and Development (OECD), and is available on the IUCLID 

website. The software enables the user to record, store, 

maintain and exchange data on intrinsic and hazard properties 

of chemical substances. A ‘Validation Assistant’ plugin is 

available for IUCLID, which can be useful as a first screen of 

compliance of a registration dossier. The Validation Assistant 

can check most business rules. However, if it does not indicate 

any failures, this is not automatic confirmation that the dossier 

is complete, as the manual verifications are not included in the 

Validation Assistant report.      
 

 

Non-property information 

Substance identity and analytical data  

A prerequisite for ensuring that a dossier complies with the 

information requirements is clarity of the Substance Identity 

(SID) information. This process involves establishing the 

identity of a substance  , for example by IUPAC name, number 

(e.g. European Commission (EC) or Chemical Abstracts 

Service (CAS) number), and chemical composition. As a rule, 

complete information (i.e. to 100% of composition) should be 

provided for   mono- and multi-constituent substances. 

However, the composition of mixtures should not be reported 

nor should additives (unless they have the stabilising function) 

in the substance composition.  

 

Analytical information (such as spectra or chromatograms) that 

enables a substance to be identified, must be provided to fulfil 

the REACH requirement on the analytical data. To consider a 

dossier complete in terms of analytical information, analyses 

carried out for identification and quantification purposes must 

be attached in IUCLID.  

 

Around 20% of registered substances are known as 

substances of unknown or variable composition, complex 

reaction products or of biological materials (UVCBs). These 

complex substances are particularly challenging to identify and 

characterise, and are a common source of issues when 

checking the compliance of registration dossiers. 

 

Classification and labelling 

Correct and up-to-date classification and labelling is vital for 

ensuring a high level of protection for health and the 

environment. The harmonised classification reported for the 

substance must also be in line with the latest update of Annex 

VI to the Classification, Labelling and Packaging (CLP) 

Regulation. 

 

Tonnages and uses 

It is essential that up-to-date tonnage information is provided in 

the dossier for a substance. In particular, if tonnages have 

increased into the next tonnage band, then a registration will 

need to be updated to include the increased information 

requirements. The most common reason for non-compliance 

regarding tonnages is the incorrect justification for waiving of 

data requirements, especially for high-tonnage substances. 

Many registrants have waived data requirements and produced 

adaptations instead of providing the standard information 

requirements that are required in the REACH Annexes 

depending on the tonnage. 

 

All identified uses of a substance need to be described in the 

IUCLID dossier. Additionally, for each use, a record under the 

A proactive approach to dossier compliance can reduce the 

risks of unexpected costs and disruption from urgent 

regulatory demands for data and leads to lower costs of 

REACH compliance in the long run. This paper covers the 

common components of dossiers that regularly fail 

compliance checks, particularly those where scientific 

justification and validation is needed to satisfy the legal 

requirements. 

 

 

Completeness check  
International Uniform ChemicaL Information Database 

(IUCLID) software is used when submitting information to 

ECHA. A completeness check is performed by ECHA to 

ensure that all the required information is provided as per 

Article 20 of the REACH Regulation. All submitted 

registration dossiers undergo a completeness check, which 

includes manual verification by ECHA staff and computer-

based checks. Additionally, for the new computer-based 

checks, three key areas related to long-term effects of 

substances are impacted, namely biodegradation, 

mutagenicity and reproductive toxicity. 
 

 

ECHA manual checks  

In accordance with Article 41 of REACH, the  ECHA can 

examine any registration dossier to verify it complies with the 

legal requirements (i.e. standard information requirements) 

associated with the tonnage band of the substance. 

Compliance checks can be random or targeted based on 

concern. The latter allows the ECHA to target key endpoints 

used to identify substances of concern – bioaccumulation, 

biodegradation, carcinogenicity, genotoxicity, long-term 

aquatic toxicity, pre-natal developmental toxicity, repeated-

dose toxicity and reproduction toxicity. Formerly, the focus of 

screening and evaluation of dossiers was based on single 

substances. However, the approach is now on groups of 

substances.  

 

Registrants must ensure the information in their dossier is up 

to date, and update the dossier with any new and/or relevant 

information when available. If one or more of the information 

requirements is deemed to be non-compliant by the ECHA, 

then the registrants will receive decision letters   requesting 

additional information. In April 2020, an amendment to 

REACH was adopted requiring ECHA to increase the 

number of checks it carries out from 5% to 20% of dossiers 

to improve the compliance of REACH registrations.   In 

addition, it has committed to screen all dossiers in the 

tonnage band of over 100 tonnes/year by 2023 and for the 

tonnage bands 1-100 tonnes/year by 2027.  



band, which include physicochemical, environmental fate, 

toxicological and ecotoxicological endpoints.  

 

Annex VII requires data for key physicochemical properties of 

the substance such as boiling point, water solubility and vapour 

pressure. For substances manufactured or imported at 100 

tonnes/year or more, information on viscosity, dissociation 

constant and stability in organic solvents also needs to be 

submitted as part of the registration dossier.  

 

The (eco)toxicological information requirements follow a similar 

sequential approach. At higher tonnage bands, the studies 

become longer, more realistic and involve higher tier 

organisms. For example, the ecotoxicological 

endpoint   requirements range from short-term toxicity testing 

on invertebrates to long-term toxicity studies on fish, sediment 

organisms and birds. The lowest level of toxicological 

information required is mainly in vitro   (e.g. skin irritation, skin 

corrosion and eye irritation) with progressively more in vivo 

toxicity testing (e.g. repeated dose studies and reproductive 

toxicity tests) being required at higher tonnage bands. 

Environmental fate endpoints range from ready biodegradation 

tests to simulation studies in soil, water and sediment. 

 

Justifications for adaptations 

Evidently, a large range of data is required when registering a 

substance under REACH, particularly at the high-tonnage level. 

However, as stated in Article 13 of REACH, testing on 

vertebrate animals is a last resort. As such, study results using 

vertebrate animals must be shared and registrants are 

encouraged to use adaptations or data waiving where 

appropriate. An adaptation to a standard information 

requirement means that the registrant provides a justification 

as to why it is possible to omit a certain test. These adaptations 

can be based on general rules (Annex XI) or specific rules 

(under column 2 of each endpoint in Annexes VII to X). Under 

Annex XI, registrants may waive data if testing is not 

scientifically necessary, not scientifically possible or no 

exposure is demonstrated, or use an adaptation based on 

weight of evidence, quantitative structure-activity relationship 

(QSAR) models, in vitro methods or grouping and read-across.  

 

Grouping and read-across 

One of the most commonly used non-testing approaches is 

grouping of substances and read-across. While read-across 

has been employed extensively in some dossiers, guidance 

provided by ECHA has evolved, meaning that early 

justifications may no longer be compliant. Read-across is an 

application of the grouping concept, whereby existing data from 

one or more analogous substances (‘source chemicals’) can be 

used to fill a data gap for an endpoint of another substance 

(‘target chemical’). Guidance for the read-across approach is 

detailed in the Read-Across Assessment Framework (RAAF), 

published by the ECHA to improve transparency and 

consistency of its assessment. Read-across can fall into two 

different approaches – analogue and category. The analogue 

approach is when there is only one analogue or each source is 

compared to the target. The category approach is when the 

data of many source compounds is used to predict the 

endpoint of one target compound (many to one read-across) or 

many target compounds (many to many read-across).  

 

The type of read-across approach and hypothesis   enables the 

most appropriate ‘scenario’ to be selected (see Figure 2). For 

the analogue and category approaches, the basis of the read-

across hypothesis needs to be identified. Structural similarity 

on its own is not sufficient as a hypothesis.  

corresponding Life cycle stage (manufacture, formulation/re-

packing, uses at industrial site, widespread uses by 

professional workers, consumer uses, service life) is required 

to be created.  

 

Chemical safety report 

Article 14 of the REACH Regulation requires a chemical 

safety assessment (CSA) and its documentation   in a 

chemical safety report (CSR). This applies to the substances 

manufactured or imported   at more than 10 tonnes/year. In 

dossiers submitted from October 2020 onwards, the 

ECHA   will manually verify the content of the CSR as part of 

the completeness check.  

 

 A CSR must contain corresponding exposure scenarios 

(unless explicitly exempted from exposure assessment) for 

all uses reported in the IUCLID dossier. Figure 1 

demonstrates clearly the one-to-one relationship between 

use and exposure scenario, as well as the three contributing 

scenarios always included in the exposure scenarios. 

 

Chemical Safety Assessment and Reporting tool (Chesar) is 

an IT tool developed by ECHA to support organisations when 

performing a CSA. Chesar can automatically generate a 

CSR from a CSA and attach it to an IUCLID dossier. 

Additionally, it ensures that exposure scenarios and 

contributing scenarios correspond to the use descriptions 

stated in IUCLID when synchronisation is used. The CSR 

structure that the ECHA promotes is the one that is 

generated by Chesar. However, any structure will be 

accepted as long as it contains all the required elements.  

 

 

Property information  

In addition to non-property endpoints, registrants are 

required to fulfil standard information requirements for 

various property endpoints that indicate a substance’s 

potential for hazard and exposure. The standard information 

requirements are sequential and dependant on the tonnage 

band that the substance falls into. Annexes VII (1-10 tonnes 

per year), VIII (10-100 tonnes per year), IX (100-1,000 

tonnes per year) and X (over 1,000 tonnes per year) of 

REACH detail the requirements for the associated tonnage 

Figure 1: Relationship between use and exposure scenario in CSRs 
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approach is adequate for classification and labelling and/or risk 

assessment purposes. The robustness of the category as a 

whole, rather than for individual substances, is assessed.  A 

substance’s grouping and read-across must fall within the 

conditions of Annex XI, section 1.5 of REACH: 

• Results are adequate for the regulatory purpose. 

• An exposure duration comparable to or longer than the 

corresponding test method is covered (if the exposure 

duration is a relevant parameter). 

• Adequate and reliable coverage of the key parameters must 

be addressed in the corresponding test methods. 

• Documentation of the method must be adequate and 

reliable. 

Read-across would not be acceptable, for example, if the 

reporting of the source substance(s) test results is not sufficient 

to judge reliability or if there is a lack of mechanistic 

information. Our experts can review a client’s use and 

justification of read-across to ensure it meets with the strict 

requirements   of REACH and reduces the likelihood of further 

information being requested. 

 

QSARs 

Another non-test approach is to use QSAR models, which can 

predict properties of substances based on their chemical 

structure. Many QSAR tools, such as the Organisation for 

Economic Co-operation and Development (OECD) QSAR 

Toolbox, can identify potential mechanisms or modes of action 

of target chemicals, and identify analogous chemicals that have 

the same mechanism/mode of action and/or structural 

characteristics; and use existing test data to fill data gaps. The 

results from QSARs can be used with other data in a weight-of-

evidence approach to conclude on the property. However, 

accepted QSAR models are generally not available for complex 

toxicological endpoints.  

 

A huge variety of QSAR models are available, which all have 

differing methods, applicability domains, endpoints and 

reporting parameters. Many QSAR models perform an 

automatic applicability domain check as part of the report.  

However, a manual check should always be undertaken 

A hypothesis can be based on: 

1. (Bio)transformation to common compound(s). Non-

common compound(s) must not have an impact on the 

prediction of the (eco)toxicological or fate property.  

2. Different compounds have the same type of effect(s) as a 

result of structural similarity. This includes the parent 

compound(s), or one or more of their (bio)transformation 

products. This hypothesis needs mechanistic explanation 

of why similar properties are expected. 

For the category approach, substances can be grouped into 

chemical categories, which are likely to share similar 

properties, or properties are likely to follow a regular pattern 

due to similar structural features. A category does not always 

mean that all endpoints and routes of exposure can be 

covered using read-across between category members. 

 

One benefit of using a category approach is that it allows for 

an evaluation of the biological basis for the effects observed 

in chemical category. When members of a chemical category 

are known to share a presumed common mechanism/mode 

of action, there is greater confidence in the category than 

there would be for analogue read-across. This category 

approach is also a more robust evaluation than the analogue 

approach because, as the number of substances in a 

category increases, the potential to detect trends across 

endpoints within the category increases.  

 

Scientific justification will need to be provided that a grouping 
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Figure 2: Read -across scenarios according to the ECHA RAAF  



of persistence assessment as part of the persistence, 

bioaccumulation and toxicity (PBT) assessment.  

 

Many biodegradable chemicals fail the ready-biodegradability test 

due to an inappropriate method being selected. These so-

called ‘false negative’ results   can have significant implications 

including additional testing and potential further regulatory 

action (e.g. identification of a substance as being of very high 

concern (SVHC)). However, false negatives can often be 

corrected by selecting a more appropriate test method that 

considers the properties of the test substance. Modifications to 

the test method aim to minimise losses of the substance from 

the test system via volatilisation or adsorption to surfaces and 

maximise bioavailability.  

 

Positive results generally supersede negative ones. Therefore, 

better data obtained from optimised test set-ups can often 

replace poor results. 

 

Complex substances 

For substances where the composition is complex, variable 

and/or unknown, as is the case with UVCBs, additional 

evidence and justifications are needed to satisfy the legal 

information requirements.  

 

 

Consequences of non-compliance 

ECHA previously only checked 5% of REACH registration 

dossiers. However, in April 2020 this target was increased to 

20%. Furthermore, ECHA has committed to screening all 

registration dossiers by 2027. This is reflected in recent data on 

the evaluation activities of ECHA.  

 

The number of full compliance checks issued by ECHA in 2019 

was 50% higher than that in 2018. This means that, in the 

coming years, more and more registration dossiers will be 

checked for compliance.  

 
 

Deadlines for updating 

Remember, under REACH Article 22, it is a legal requirement 

to maintain up-to-date information in registration dossiers. The 

regulation requires registrants to update their dossiers ‘without 

delay’ when new and relevant information becomes available.  

However, a new implementing regulation has clarified the 

deadlines for updating different types of information. This 

regulation imposes legally binding deadlines of between 3 and 

12 months to update dossiers, depending on the circumstances 

and type of information.  

 

Failure to comply with these timelines would mean the dossier 

is non-compliant and could lead to fines or other enforcement 

action being taken against offenders. 

regardless of this to ensure the target substance is similar to 

the chemicals used in the training set for the model. The 

reliability of an individual prediction from a scientifically valid 

model depends on whether the substance falls within the 

applicability domain (e.g. the descriptor domain, structural 

fragment domain, mechanistic domain and metabolic 

domain). Interpolation rather than extrapolation is the aim here.  

 

The validity of a QSAR is judgement based, so proper 

documentation is essential to properly assess the result. Two 

templates are available from the European Commission’s 

Joint Research Centre (JRC) to aid this process. The QSAR 

model reporting format (QMRF) provides a template for 

documentation of the model itself and the QSAR prediction 

reporting format (QPRF) is used for the specific prediction.  

 

The QPRF is assessed every time a new prediction is 

received by the ECHA, and includes sections related to the 

five OECD principles and the adequacy for regulatory 

purpose. 

 

In addition to the reliability of an individual QSAR estimate, 

the validity of the model must also be assessed according to 

the OECD principles for the validation of QSAR models. That 

is, the model must: 

1. Be associated with a defined endpoint. 

2. Use an unambiguous algorithm. 

3. Have a defined applicability domain. 

4. Have appropriate measures of internal performance and 

predictivity. 

5. Have a mechanistic interpretation (if possible). 

Study quality 
It is important to ensure that the test information remains up 

to date and is appropriate. Using tests not suitable for the 

substance affects the quality and validity of the data, which 

could trigger unnecessary further testing and/or further 

regulatory risk management. Ultimately, this will lead to 

greater costs of compliance and potential risks to a 

company’s ability to place chemicals on the market. 

 

Ready biodegradation 

The issue of study quality is particularly apparent for the 

ready-biodegradability tests. These stringent tests are 

conducted as part of REACH Annex VII  and are used to 

screen chemicals that are expected to be rapidly 

biodegraded in the environment. The data is used for several 

purposes, including classification and labelling, and a first tier 

Our regulatory experts can review your dossier to 

assess if the test data and justif ications for  

adaptations are robust enough to pass checks and  

prevent further evaluation and additional testing.  

 

We are highly experienced in dealing with difficult 

test substances, such as hydrocarbons and 

UVCBs. 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

CEFIC REACH Action Plan  
To support this increased attention, Cefic has launched an 

Action Plan in cooperation with the ECHA. Running between 

2019 and 2026, the Action Plan encourages members to 

proactively review and, where necessary, update their 

submitted dossiers. While the dossier review is conducted by 

the individual company or consortium, Cefic can guide 

registrants and annually report on progress.  

 

Between when the Action Plan was launched in June 2019 

and the end of December 2019, 165 companies joined the 

initiative, with 1,758   registration dossiers reviewed in this 

period. Of these 165 companies, 64% are Cefic corporate 

members and the rest are members of national chemical 

industry federations. The large number of companies already 

committed to proactively reviewing their dossiers highlights 

the importance of ensuring dossiers are compliant before 

ECHA’s checks, rather than updating them reactively under 

short turnover times. 

 

The most common reason for non-compliance is incorrect 

justification of data waiving and adaptations. Therefore, it is 

in the best interests of the registrant to ensure the 

justifications are robust and up to date with the latest 

guidance. Some dossiers may have been compliant at the 

time they were submitted, but may no longer hold true under 

current standards, either because new scientific evidence 

has been presented or because new regulatory guidance 

has been released by the ECHA.  

 

If a dossier is not proactively reviewed, it risks failing ECHA’s 

increased compliance checks, which will result in a request 

for additional information. This additional information needs 

to be gathered quickly, which may be time and cost 

intensive, potentially disrupting other business activities.  

By conducting a manual review of your dossiers, you can 

demonstrate that you are complying with the requirements of 

REACH and with industry standards to update and maintain 

your registration dossier. By putting the time in now, you can 

save time, costs and disruption in the long run. 

 

 

Conclusions 

It is a duty of registrants to keep their registration dossiers  

up to date. Furthermore, the need to have a robust 

registration dossier and CSR is becoming increasingly 

important as ECHA increases the number and rigour of its 

compliance checks. Furthermore, new deadlines have been 

introduced that will increase the risk of enforcement action if 

dossiers are not updated when new information becomes 

available. 

 

A proactive approach to dossier compliance is highly 

valuable as it ensures dossiers contain high-quality 

information before it is evaluated, reducing the risk of further 

costs of compliance and further regulatory action on 

substances.  

 

 

 

 

 

 

 

 

 

 

How NCEC can help 
 

The National Chemical Emergency Centre’s (NCEC)  

regulatory team has extensive experience with REACH  

registrations and the standard and non-standard  

approaches to assess physicochemical, toxicological and 

environmental fate endpoints. We can review your dossier to 

fill data gaps, strengthen justifications for adaptations and 

help to establish if all appropriate information has been  

gathered to reduce the likelihood of ECHA requesting further 

information.  

 

We can also conduct read-across, QSARs and weight of 

evidence approaches to minimise costs and testing. 

 

Please get in touch for more information on how we can help 

you to stay compliant and minimise the risks of increased 

costs and business disruption. 

www.the-ncec.com  

ncec@ricardo.com  

+44 (0) 1235 753654 


