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CARACAL Feedback received following CARACAL 27 January and 

document CA_08_2022 
General 
comments 

Introductory 
statements, outlines 
of main issues, 
additional proposals 

BE Better characterisation of UVCB substances is to be foreseen. 
This also warrants better verification of the substance 
identify at the early stage of registration. 

 

DE The following (technical) comments are suggestions of the DE 
CA that are intended to enrich the discussion on the design of 
the impact assessments of the Commission. The comments 
do not represent a position of the Federal Government. 

 

DK We strongly support the objective to achieve zero tolerance 
for non-compliance by strengthening the no data, no market 
principle. We also support the aim to clarify certain 
provisions of the evaluation process as this can support a 
higher level of compliance of the registration dossiers. 
Ensuring availability of sufficient data for hazard and risk 
assessments of registered substances is a key principle of 
REACH.  

We note that the content and legal aspects of the presented 
proposals is still under development and we would need to 
see more concrete proposals for amendments before giving 
our firm position on these issues but our preliminary 
considerations are shared below.  

It applies to all elements that enforceability must be ensured. 
We should not make legal provisions that are not 
enforceable.  

In addition to the considerations presented by the 
Commission in the document, we consider that the 
Commission should ensure full transparency on test data and 
as a minimum give Member State Competent Authorities 
easy access to full study reports. 

Further, regarding the competencies of BoA, it should be able 
to give legal redress to companies on any decision taken by 
the Agency as is today. However, the limited scientific 
capacity due to the nature of BoA should be acknowledged. 
Therefore, it should not be at the discretion of BoA, except 
on procedural grounds, to reject decisions taken by the 
Agency after unanimously agreement by the Member State 
Committee and the experts from all Member States. This 
would harmonize the access to redress in such cases to those 
cases where the Member State Committee did not reach 
unanimous agreement and a final decision is taken by the 
Commission supported by the REACH Committee. In both 
cases, a contested decision could then be brought before the 
Court. 

 

FR FR CA and Anses are in favour of a large impact assessment as 

proposed by the COM.  

Preliminary and additional comments: 

- FR CA and Anses would like to recall their 

attachment to the substance evaluation process which is the 



3 

only way to clarify a concern in depth, through the request of 

additional data to the one provided in the registration 

dossiers. 

- There is a need to improve the communication when 

different works are on-going in different procedures for the 

same substance. 

- We believe that the composition and the mandate of the BoA 

should be reviewed. The fact that the decision of the only 

technical expert of the BoA may go against a decision taken by 

consensus of the scientific experts of the MSC raises 

questions. The situations where the ECHA BoA is led to 

contradict the decisions in fine taken by the ECHA are also 

questionable. 

HU We can support all measures, which would contribute to the 

improvement of REACH evaluation in terms of improving data 

quality and compliance by registrants.  

 

IE  

NL  

NO We agree that there are several elements in the evaluation 
process that can be more efficient. We would like to highlight 
our support to the processes that should be scrutinized and 
the processes where we think that the suggestion may 
hamper with transparency or the possibility to further take 
into account test development and improving test strategies. 

PT However, since further developments are expected, more internal 

discussions are needed and therefore this is not a final PT position.  

We consider that in the Evaluation process improvements were 

implemented recently and presently it is functioning properly. 

However we can agree that there is room for efficiency gains.  

 

SE We strongly support the proposals to enhance “compliance 
at all times” and agree that maintaining registrations as 
compliant would have a significantly positive impact on the 
effectiveness of the REACH evaluation processes. 

SK In our opinion, the evaluation process does not require 
significant reform, but we see room for improvement in 
some aspects. 

CEFIC Cefic welcomes the willingness of the Commission to explore 
how to improve REACH Dossier and Substance Evaluation 
processes. We fully support exploring actions that would 
improve the coordination and simplify the Evaluation 
processes in line with the REACH Review findings. 

We are determined to make our best efforts to close data 
gaps in registration dossiers, where these exist. It is our 
industry’s utmost priority to make REACH work. In 2019, we 
launched a Dossier Improvement Action Plan. Today, close to 
200 companies have signed up under this voluntary initiative 
for systematically reviewing and updating registration 
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dossiers. We also have a cooperation agreement with ECHA 
in place because, despite having the Read-Across Assessment 
Framework as guidance, many substances need to be 
assessed on a case by case basis. 

Therefore, our input below is driven by practical experience 
and learnings gained through the registration phases. 

We acknowledge that much more needs to be done to 
improve the quality of dossiers. Generating the necessary 
information and filling the registrations dossiers is a very 
thorough and time-consuming process (some studies take 3-
4 years to complete). Most of the difficulties the industry 
faces is with complex dossiers for groups of substance that 
rely on read-across or on other adaptations to standard 
information requirements. In such cases, it is extremely 
valuable to have interaction with ECHA to review the 
grouping approach and jointly agree on a testing strategy 
prior to launching the tests. We thank ECHA for their support. 
This interaction takes time but it is essential to reach a 
common understanding before running higher-tier tests in 
order to reduce unnecessary animal testing. 

Changes to the REACH Evaluation processes should take 
these lessons learnt into account. This is all even more 
important now that registration of certain polymers is 
foreseen in the future, which means the level of complexity 
will only increase. 

One tool we found very useful and would advise to keep and 
further develop is ECHA’s Chemical Universe. 

The changes to the REACH Annexes will also mean that 
dossiers will need to be fully re-evaluated to comply with 
another set of requirements. It is simply a continuous 
improvement process. 

(individual chapters on main themes included below) 

 

EuroM Setting the scene:  

In general, Eurometaux notes that in respect to the REACH 
reform:  

• Commission concludes that the Evaluation process, in 
general, works well  

• Hence, there is no need for a radical reform  

• The mapping of the Chemical Universe is the main objective 
until the new REACH enters into force  

• Subsequently it seems relevant to define the future role of 
Evaluation.  

Under REACH, industry (registrants) is responsible for the 
completeness and quality of the registration dossier. The role 
of authorities in respect to evaluations is presently to:  

• Agree on testing proposals to ensure testing is relevant to 
the REACH obligations and that vertebrate testing is 
undertaken only as a last resort  

• Check the compliance of REACH dossiers under Compliance 
Checks  

• Gather data beyond the standard information 
requirements, where this is justified by a risk-based concern 
(substance evaluation)  

Industry expects that in respect to evaluations, by 2027:  
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• The number of Testing Proposal requests will have 
decreased significantly  

• The task to check for especially quality and to a lesser 
extent completeness would remain as relevant as it is today 
but probably more focused on the smaller volume substances 
or certain endpoints like combined exposure  

• Risk-based concerns that go beyond the duties of a single 
registrant will remain relevant, even though they will 
probably progress into other areas of societal attention and 
concern  

Based on its experience, industry notes the following 
concerns:  

• The decision processes take too long  

• Registrants submitting (interim) updates are discouraged 
due to the stricter TCC  

• The diminishing boundary between completeness and 
compliance checks  

• The timing provided to the registrants to come forward 
with new evidence and updated registration files is, in most 
cases, too short and not in balance with the length of the 
decision process, hence affecting the quality  

• The negative impact of evaluation processes on innovation  

On the other hand, industry appreciates the following 
aspects of today’s evaluation processes and practices:  

• Opportunity for interaction and comments during the MSC 
decision-making process  

• The transparency of the processes  

• The consistency between the decisions  

Strategic objectives for the review  

Eurometaux evaluated the measures proposed in the tables 
of document CA/08/2022 keeping its experience and 
expectations in mind.  

However, before addressing the specific measures, 
Eurometaux suggests that Commission should develop clear 
strategic objectives for the evaluation chapter of the REACH 
text, for the period beyond 2027.  

Such strategic objectives could, in view of Eurometaux, 
include the following proposals:  

1. Reconsider when Testing Proposals (TPs) are really 
relevant. 

Eurometaux would propose that such proposals are relevant 
only when vertebrate testing under Annexes IX or X is 
required. 

2. Speeding up of the (standard) Testing Proposal approval 
process for vertebrate tests considerably given the slow 
processing is one of the main reasons why improvement of 
registration files is sometimes so lengthy. 

TPs reviews have become standard procedures over the 
years, MSC involvement may not be required for TPs review 
and agreement 

Hence, to decide on standard Testing proposals, the 
agreement should not take more than the time needed to 
carry out all the administrative steps in the process 

3. Ensure clear boundaries between completeness and 
compliance checks 
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The extension in scope and increasing sophistication of the 
TCC results in the boundaries between completeness and 
compliance checks becoming less clear. This should be 
prevented given the follow-up processes are different 

Updates of registration files in response to compliance or 
substance evaluations as well as spontaneous updates to 
further improve the quality of the REACH dossier, are more 
and more hindered by the TCC. 

4. Changing the role of ECHA from a “compliance checker” to 
a “quality auditor” of the registration files 

ECHA’s role could be made much more efficient if it were to 
focus on scanning and assessing the data gaps and quality of 
the evidence in the registration dossier, and then leaving the 
registrants to define how to fill in the gaps. 

The subsequent information gathering proposals by industry 
could then be reviewed and agreed/amended by MSC. 

Such a way of working would increase industry’s 
responsibility, further stimulate grouping (by industry) and 
ensure a more efficient use of all the actors’ resources 
(Industry, ECHA and Member States) 

5. ECHA’s attention on data gaps and quality should be 
(re)focused on the reduction of risks (“focus on what 
matters”) 

Given REACH aims to reduce or eliminate risks, ECHA’s 
attention on every minor technical data gap and quality 
should be (more) focused on the potential reduction of risks. 

We therefore suggest that ECHA consider whether the 
achievement of compliance on the endpoint may truly make 
a difference in terms of safety (i.e., considering knowns and 
unknowns on the hazards and exposure information). 

6. Promote that Substance Evaluations focus on the key risks 
related to a substance use, or uses in general (combining 
hazard and exposure criteria) 

The CoRAP should therefore not only identify the risk-based 
concern, but also consider if this concern is the most relevant 
one to be resolved for this substance or use. 

The efficiency and relevancy of the CoRAP can be further 
improved by keeping the list of concerns for which a 
substance is included on the CoRAP list, updated in respect to 
the outcome of Compliance Checks and registration file 
updates 

 

SME-U  

Fuels Europe FuelsEurope welcomes the Commission’s intention to 
improve the evaluation processes to allow a better 
acceptance and effective use of alternative methods to 
animal tests. This will help reducing the use of unjustified 
animal tests and will contribute to a faster delivery of data. 
We feel that the targeted revision of REACH under the 
Chemicals Strategy for Sustainability (CSS) provides the 
opportunity to increase the use and regulatory acceptance of 
Integrated Approaches to Testing and Assessment (IATAs) 
and New Approach Methodology (NAMs) under REACH, and 
that IATAs and NAMs would be part of the evaluation 
procedures. This is particularly important for petroleum 
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substances, which as UVCBs, need tailored assessment 
approaches. 

The Joint ECHA – Commission Action Plan is expected to 
deliver visible improvements by 2027, we therefore 
recommend to carry out an impact assessment on the further 
potential improvements of the evaluation process from 
document CA/08/2022. 

We appreciate the extensive consultation exercise the 
Commission is organising on the targeted revision of REACH 
and the CLP. At the same time, we are concerned that the 
impact assessment only looks at the impact of the different 
main themes under the CSS in isolation. Several of the 
modifications considered under the individual themes will 
influence each other and will also have impacts in 
downstream pieces of legislation. This needs to be mapped 
out as well in order to have a complete picture of the impacts 
of the policy options currently on the table. 

JCIA Japan Chemical Industry Association (JCIA) supports the 
ambition of the Chemicals Strategy for Sustainability (CSS) to 
strengthen the existing framework of EU chemicals policy and 
to achieve the goals of increased sustainability and 
competitiveness. We also express our deep respect once 
again for the achievements of the REACH and CLP legislation 
to date. 

We would firstly like to pay tribute to the Commission's 
ambitious goals and efforts to promote them in order to 
achieve a European Green Deal. We strongly support the 
"zero tolerance for non-compliance" that the European 
Commission is aiming for with the reform of the evaluation 
process. We believe that the risk-based management process 
under REACH is excellent and would work more effectively if 
there were no non-compliance. We believe it is important to 
ensure that the current legislation is performing at 100% by 
addressing non-compliance before moving to a hazard-based 
approach. 

The JCIA shares this noble goal and would like to express our 
views on how to improve the measures and minimise the 
impact on the global market. 

The table in the document to reform REACH evaluation 
process gives a brief description of each measure. However, 
for each measure, the issues to be addressed by the measure 
are not listed. Therefore, we did not verify what and how 
issues in the evaluation process could be solved by the 
proposed measures. However, we would like to comment 
below on the particularly significant global impacts of the 
implementation of your proposal. 

EEB_HEAL To end the problem of delayed action under REACH, the 
current revision needs to put the reform of the current 
registration and evaluation processes central stage. In this 
sense, the proposed options for amendment of the 
registration and evaluation processes are urgently needed. 
We appreciate the opportunity to provide feedback to this 
text and we hope that our contributions will be considered in 
the revision of the REACH Regulation, geared towards 
achieving the Chemicals Strategy for Sustainability’s (CSS) 
objectives, to increase the protection of humans and the 
environment. 
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The CSS aims to ban the most harmful chemicals fast and 
efficiently. This much needed ban can only 

be successfully achieved by requiring solid evidence at the 
early stage of substance registration, which means that the 
registration dossiers must contain all the information needed 
for hazard identification and risk management. At the same 
time, a zero tolerance approach is needed for substances 
with non-compliant registration dossiers currently on the 
market, because their safety is not yet proven. 

The high level of non-compliance is a major bottleneck in the 
implementation of REACH and a serious cause for delays in 
implementing regulatory risk management measures. With 
the current practice, substances get stuck in the evaluation 
process for many years, causing delay in developing 
regulatory risk management measures that would ensure 
their safety. In the meantime, companies are allowed to 
market their (non-compliant) substances without evidence 
that they are safe, raising serious and legitimate concerns 
about their impact on people’s health and the environment. 
As it stands now, the Commission’s commitment to ban the 
most harmful substances fast and efficiently is in stark 
contradiction with the current practice of actively marketing 
potentially harmful substances which are still at the 
evaluation stage, moreover they are stuck in an (evaluation) 
process, which in some cases takes as long as a decade to 
complete. 

In this context, four major changes for registration and 
evaluation are needed to accomplish the CSS goals. 

1. Apply the No data, No Market principle at the registration 
stage: make provisions for registration stronger. Rigorously 
check that the new dossiers are complete on submission and 
that the already submitted ones fulfil the update 
requirements, allow ECHA to evaluate quality and adequacy 
of the registered data at registration, and give ECHA the 
power to revoke registration numbers when necessary. 

2. Update REACH information requirements: Information 
requirements should include all data needed for hazard 
identification and risk management, including information on 
crucial hazard endpoints and on use(s) and exposure(s). 

3. Revise provisions of dossier evaluation and substance 
evaluation: Integrate compliance check and substance 
evaluation. The current process of consecutive compliance 
check – data generation followed by substance evaluation - 
data generation, results in unacceptable delays. Introduce 
flexibility and simplify both processes, also with the prospect 
of one substance - one assessment. In the new process, the 
mandate to perform the integrated compliance check and 
substance evaluation should be extended to MSCAs as well as 
ECHA. 

4. Reinforce accountability of registrants on their data: 
Introduce fees for the costs associated  

with the resources spent by ECHA to handle non-compliant 
dossiers. Force registrants to provide adequate data at an 
early stage. To keep the licence to market, a deadline should 
be introduced within which a dossier needs to be compliant 
from the date of registration. The REACH revision provides an 
excellent opportunity to improve and strengthen the future 
REACH registration and evaluation provisions. In 2027, 20 
years after the entry into force of REACH, ECHA will have 
completed the screening of phase-in substances and will 
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have issued compliance check decisions for all relevant 
dossiers according to the joint REACH Evaluation Action Plan 
of the Commission and ECHA. Therefore time has come for a 
revision of registration and evaluation to finally put an end to 
the problem of delayed action under REACH. 

The Commissions’ document with potential options for the 
reform of REACH registration and evaluation processes 
contains relevant proposals that are urgently needed to 
achieve the following CSS goals: 

- strengthen the principles of ‘no data, no market’; 

- have a zero tolerance approach to non-compliance; 

- allow revocation of registration numbers; 

- develop the ‘one substance-one assessment’ approach; 

- approach substances by groups; 

- make hazard identification and risk management fast and 
efficient; 

- apply the polluters’ pay principle. 

Additional proposal: 

- - Introduce a tool that allows third parties to submit 

scientific and other information on specific 

substances. 

 

ChemSEc We welcome the suggestions provided, they are very 
relevant. 

CrueltyFree  

PISC PETA Science Consortium International e.V. (Science 
Consortium) welcomes the opportunity to comment on the 
document titled ‘Discussion on potential options for 
amendments of the REACH Regulation in order to reform 
REACH evaluation process’ (CA/08/2022) presented at 
CARACAL-43 on 27 January 2022. The Consortium agrees 
with the stated objective of ‘ensuring adequate information 
is available regarding the hazards of chemicals goes in 
parallel with the strong objective to exploit better (and move 
towards) use of non-animal methods’ and that ‘evaluation 
processes, capacity and resources behind should reflect this 
change’. 

A detailed response to each proposed measure is provided in 
column 3 of the table at the end of this document. Our main 
points are as follows: 

- The modification which aims at strengthening the technical 
completeness check (TCC) should not be used as a tool to 
request animal tests to be performed at this stage. The TCC 
(REACH Article 20) is currently not used to identify data gaps 
or as a basis for requesting in vivo data, and this should not 
change. We would like to see the procedures for assessing 
compliance with information requirements changed 
considerably and the TCC remaining unaltered with regard to 
data requirements. 

- Testing proposals help to reduce animal testing and ensure 
compliance. The problem of testing being carried out that 
may later be rejected can be avoided by ensuring that new 
vertebrate animal testing is subject to analysis of testing 
proposals. Examination of proposals can and should usefully 
assess whether all necessary information (including the 
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dosing schedules for the tests other than the range-finding 
studies) will be provided, to ensure that animal tests are not 
repeated and that the dosing regimens are not excessive and 
cause unnecessary animal suffering. 

- As long as there are animal testing information 
requirements, adaptations (waivers) to standard information 
requirements are crucial to ensure reduction of animal 
testing. The application of waivers under Evaluation would 
allow the registrant to apply the most up-to-date technical 
and scientific advancements and/or data (e.g. exposure data) 
available to them and ensure testing is only carried out when 
deemed scientifically necessary in order to protect health 
and the environment. As previously accepted in case law 
(Federal Republic of Germany v Esso Raffinage C-471 P 21 
January 2021), it would be a ‘devastating result’ if animal 
tests were carried out in circumstances when there was a 
possible adaptation. 

- Under no circumstances should the grouping of substances 
be used to justify requiring animal tests for substances in the 
group for which data indicate no scientific need for further 
testing. As ECHA and the Commission have stated many 
times, the grouping of substances should be a tool to fill data 
gaps and decrease the need to test every substance. The 
suggested modifications to REACH Articles 44 and 46 could 
result in “tick-box” testing, where additional testing is not 
scientifically justified. This must be avoided, in line with 
Directive 2010/63/EU on the protection of animals used for 
scientific purposes, and to avoid wasting resources and time. 

- Adequate resources must be allocated to ECHA if more 
tasks (such as additional substance evaluation tasks) are to 
fall within its competence. If both ECHA and member states 
are to share the substance evaluation competence, sufficient 
measures must be put in place to ensure any requirements 
for additional testing are scientifically justified. Ensuring 
substance-tailored testing approaches are always used is 
time-consuming, but applying test strategies that respond 
directly to regulatory need is likely to produce better 
protection of health and the environment and must be 
properly resourced. 

- The application of the proposed modifications limiting the 
registrant’s ability to modify the registration information 
during the compliance check process must be within the 
scope of the superseding legal obligation to limit animal 
testing whenever possible. 

The imperative to keep animal testing to an absolute 
minimum is clearly elaborated in Directive 2010/63/EU, and 
it should be noted that administrative burden is not a legally 
valid reason for failure to apply opportunities to reduce 
animal use. We are sure that the Commission remains fully 
aware of the considerable volume of case law of the 
European Courts which confirms the status of animal welfare 
as an important EU value, reflecting for example recital (2) of 
Directive 2010/63/EU (the animal experiments directive): 
“Animal welfare is a value of the Union that is enshrined in 
Article 13 of the Treaty on the Functioning of the European 
Union.” Arguments relating to the administrative burden of 
the agency or strict and discretionary procedural rules have 
been rejected, as these cannot justify requesting an animal 
test which would otherwise be scientifically unsound. Even if 
modifying its legal provisions following an unfavorable 
judgment on their application is in the Commission’s right, 
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these must still fall within the scope of what is permitted and 
compatible with the legislation. 

- The tests commissioned by authorities must be subject to 
sufficient procedural guarantees to ensure animal testing is 
only requested when there is no alternative and when 
deemed scientifically justified. As is the case for requested 
testing under the compliance check process, justifications for 
testing commissioned by authorities must be subject to both 
public scrutiny and their decision, to an appeal process. The 
Contract Research Organisations conducting the tests must 
be subject to strict scrutiny and transparency throughout the 
process: both in terms of how they are chosen and awarded 
contracts and in terms of animal welfare standards. 

- An important learning from the SEv process is that ECHA 
must take an active role in ensuring that tests on animals 
should be avoided where possible, as required by Directive 
2010/63/EU. It is important to note that regardless of where 
the dynamic lands for the safety assessment dimension, SEv 
decisions must not be treated as a general information 
gathering exercise. SEv must be linked to the need to clarify a 
concern identified for a specific substance and accordingly 
the principle of proportionality should be applied. Whilst the 
responsibility to ensure that tests on animals are conducted 
only as a last resort will primarily remain with the registrant, 
in the case of requests for additional testing to meet an 
information need, those requiring the test also assume this 
responsibility. 

 

Registration 
and Technical 
Completeness 
Check (TCC)  

 
BE We support the improvements suggested for the 

Registration and Technical completeness check, as 
it would increase efficiency to evaluate dossiers 
already at the start of the submission process. 
Especially unwarranted use of adaptations at the 
time of registration or later during an evaluation 
has caused a waste of resources. However, it 
should be further elaborated how compliance of a 
dossier can already be checked at the 
completeness check. 

 

DE  

DK  

FR  

HU  

IE  

NL  

NO  

PT We agree on the measures proposed, however the 
concrete proposals need to be assessed. 

 

SE We strongly support the proposals to enhance 
“compliance at all times” and agree that 
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maintaining registrations as compliant would have 
a significantly positive impact on the effectiveness 
of the REACH evaluation processes. In regard to 
the application of adaptations, we agree with the 
need for improvement. Unwarranted use of 
adaptations at the time of registration or later 
during an evaluation has caused waste of 
resources. Similar inefficiencies have been noted 
for tonnage downgrades after initiation of an 
evaluation or following adoption of decisions with 
subsequent appeals. Further, our experience 
shows that waiving arguments, based on 
interpretation of the annexes VII-X column 2 
adaptations, provided by the registrants are not 
always justified. Invalid waiving, e.g. of the 
information relevant for PBT or mutagenicity 
assessment has caused delays and inefficiencies in 
the SEV process. To avoid such inefficiencies 
further clarification of the requirements when 

adaptations are used is needed. Although a prior 
examination/validation of adaptations by the 
authorities would increase their workload in the 
short term, it can be expected to improve the 
overall effectiveness in the long run. Including an 
examination step may also have an impact on the 
issue of responsibility and burden of proof, which 
needs to be addressed in the impact assessment. 

We support the suggestion for ECHA to check 
compliance, in addition to completeness at 
registration and that the registration would not be 
in effect until the check shows that the dossier is 
compliant. 

SK  

CEFIC  

EuroM  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL  

ChemSEc  

CrueltyFree  

PISC  
 

Maintain 
compliant 
dossier; dossier 
‘expiration date’ 

Legal changes to 
strengthen the 
common 
expectation of 
dossiers ‘compliant 
at all times’, not 
perhaps only at time 
of compliance check 
as perceived by 

BE  

DE  

DK A dossier with an active registration number 
should be updated at a regular basis with the 
newest set of information. There are already 
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some actors.  
Data is expected to 
reflect, in compliant 
manner, declared 
circumstances 
under which access 
to market is 
granted, and is kept 
updated as required 
(Article 22, 
evaluation 
decisions, changes 
to information 
requirements…).  
 

provisions in REACH to ensure this. Article 22 
states that a registrant shall be responsible on his 
own initiative for updating his registration without 
undue delay with relevant new information. 
Therefore, we see this issue to be more of an 
enforcement issue as, in principle, sufficient legal 
provisions are already in place to ensure consistent 
updates of the registration dossiers. However, we 
recognize that this Article has not been functioning 
as intended and therefore we support amending 
the legal text to better reflect the legal 
expectations of the registrants. Introducing a 
dossier expiration date or a requirement for 
regular dossier updates could options to help 
ensuring compliance. If the registrant has not 
updated the dossier by a certain given deadline, 
the registration number should be revoked. This 
measure would ensure regular updates of the 
registration dossiers. The frequency and content of 
the required dossier updates could be discussed 
but it could be e.g. annually or biannually and 
include a tonnage update as a minimum. We have 
seen registration dossiers where the tonnage has 
not been updated for several years and this is not 
acceptable. If the tonnage of a substance remains 
the same over several years, it should be explicitly 
stated in the dossiers. 

 

FR We consider that the lack of conformity of a large 
number of registration dossiers is a major obstacle 
to the implementation of REACH regulation. 
Dossiers that are incomplete or contain poor 
quality data do not allow to ensure the protection 
of European citizens and the environment and 
slows down the work of public evaluation 
agencies. We support the objective of the 
proposed change although there is no specific 
proposal on how to implement it. One way 
forward would be to set an expiry duration. 
Another one could be a mechanism for updating 
the registration dossiers by the registrants as soon 
as they become aware of scientific developments 
or at least on a regular basis (every 10 years), 
which should be introduced into the regulation in 
order to ensure that the most recent and relevant 
data is assessed. To provide a reliable overview of 
the market, information on the actual tonnages 
produced or imported should be provided as well. 
After this expiration date or in case of persistent 
non-compliance, revocation of the registration 
number should be envisaged. The issue here is 
indeed to find an incentive. 

HU  

IE  

NL NL support the proposal to make legal changes to 
strengthen the common expectation of dossiers 
‘compliant at all times’. Compliance of dossiers is 
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important for both health and environment and 
for the proper functioning of the internal market. 
The changes suggested in the document would 
certainly also make the REACH evaluation process 
more efficient. During Substance evaluations and 
preparing Annex XV restriction dossiers we 
experienced registration dossiers not being up to 
date or being updated at a very late stage during 
the process. For the reason we propose to 
investigate the introduction of a system in which 
the registrants have to declare on a periodic (e.g. 
yearly) basis that their dossiers are up-to-date to 
ensure that all relevant information is available 
and valid.  

The dossier update obligation laid down in article 
22 should be an important instrument to keep 
dossiers up to date and compliant but has proven 
insufficient and poorly manageable and 
enforceable. This article should be amended to 
increase clarity and enforceability including setting 
timelines how often and how fast after new 
relevant information becomes available a dossier 
should be updated. ECHA should inform Member 
States when the obligations are not met and the 
Member States should act within a given 
timeframe, for instance two months. 

NO We support that the legal requirements is 
maintained and strengtened to improve the 
obligations to keep updated registration dossiers. 
Dossiers that do not comply with the 
completeness check should be rejected according 
to Article 20(2). 

PT  

SE  

SK  

CEFIC •  

EuroM • While compliance is certainly what all 
parties strive for, remaining compliant 
depends on aspects like clarity and timely 
availability of the relevant guidance, time to 
respond to new endpoints or information 
requirements (e.g., MAF). Hence this requires 
a concerted action from registrants as well as 
from ECHA and Member States. Any 
administrative or legal option to be 
determined should ensure proper attention 
for all roles in a balanced way.  

• Industry suggests implementing a 
warning mechanism for dossiers that have 
not been updated for a while and that could 
be outdated, allowing registrants to provide 
clarification or an update, where applicable, 
as registrants follow the deadlines from the IR 
2020/1435.  
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SME-U In view of the existing obligations to update 
registration dossiers, which have just been 
specified by means of an implementing regulation, 
we do not consider an expiry date for registrations 
to be proportionate. This even more in the light of 
the proposal to introduce a process for 
withdrawing a registration number, which would 
factually mean the expiry of a registration in 
justified cases. 

Fuels Europe The proposal to introduce a dossier ‘expiration 
date’ is of major concern as it could lead to 
confusing legal situations for registrants and for 
the joint submission. When would a dossier 
become expired and what would be the legal 
consequences? What would the impact on co-
registrants be if the lead registrant dossier 
expires? This proposal may appear as an additional 
incentive for registrants to update their dossiers, 
but REACH already contains sufficient provisions 
regarding dossier updates. Article 22 provides a 
comprehensive list of cases where an update of 
the REACH registration dossiers “without undue 
delay” is mandatory. Furthermore, Commission 
Implementing Regulation (EU) 2020/1435 on the 
duties placed on registrants to update their 
registrations under REACH specifies what is meant 
by “without undue delay” for each type of new 
information requiring a change in the REACH 
dossier. We thus strongly believe that REACH 
already includes an efficient legal basis for dossier 
updates and ‘an expiration date’ would introduce 
unnecessary duplicate requirements. 

JCIA  

EEB_HEAL REACH puts the responsibility to keep data on 
registered chemicals up-to-date without undue 
delay on companies (Article 22). However, many 
dossiers have never been updated except when 
triggered by ECHA e.g. via an evaluation decision. 
64% of the registration dossiers were never 
updated between 2010 - 2017. We support the 
proposal for legal changes to strengthen the 
dossier update requirements. Several options 
could be explored: 

- mandatory requirement for dossier 
review/update, i.e. at least once a year or 
declaration that no changes occurred. In the 
present situation, many dossiers have never been 
updated by the dossier owners since initial 
registration, while other registrants have already 
implemented the practice of annual dossier 
updates. Annual dossier updates could become the 
standard for all registrants, as a minimum 
requirement. A mandatory annual reporting 
requirement will stimulate companies to embed 
periodic review of dossiers in their regular 
business strategy and improve practicalities for 
companies (hiring consultants, annual reporting 
etc.). 
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- implementation of a licence to market with 
expiration date, after which the registration has to 
be renewed in order to keep market access. It 
should not be possible to renew market 

access if the dossier is still non-compliant at the 
expiration date. 

- Fees should be coupled to both options 

Additional proposals: 

- A deadline within which a dossier needs 

to be compliant from the date of 

registration should be introduced in 

order to keep market access. 

- The current time frame of 12 months for issuing 
draft compliance check decisions should be 
shortened, and a final decision for data generation 
should be adopted within one year from the start 
of the evaluation. 

- Provisions should be included regarding the 
registrants’ comments (scope, size). 

- To increase transparency, the list of dossiers 
being checked for compliance should be published 
on the ECHA website, and so should ECHA 
decisions-linked to the registration dossiers, the 
names of the non compliant registrants and the 
follow-up conclusions of the completed 
compliance check. 

- The possibility for ECHA to re-issue a decision as a 
follow-up should be eliminated. 

ChemSEc We support the idea of an “expiry date” for 
registration dossiers. 

CrueltyFree We have no comments on this measure save that it is 
important that the principle in the Board of Appeal 
decision in BASF Colors & Effects A-006-2020 and A-
007-2020 – that one looks at the reality of the 
tonnage at which a substance is manufactured or 
imported rather than the tonnage at which it was 
registered – is preserved.  

 

PISC  
 

Strengthen TCC, 
clarifying that 
completeness 
check may 
include 
determination 
of compliance 
with 
information 
requirements 

Not meant as linking 
or merging TCC and 
CCH that remain 
separate 
mechanisms, but 
rather to address 
assessment of 
dossier before it is 
considered 
complete, likely also 
with modification of 
Article 20(2) on TCC, 
in particular last 
sentence “…shall 
not include quality 
or the adequacy of 
any data or 
justification 
provided”.  

BE  

DE We support the idea to modify Art. 20(2) to give 
ECHA the possibility also to check in the TCC 
whether information is manifestly inappropriate. 
We also support the proposal to consequently 
assess waivers within the TCC as an inappropriate 
waiver could also be seen as a manifestly 
inappropriate information. 

We agree that terms as “manifestly inappropriate” 
or “non-compliant information” would have to be 
defined for this purpose. 

DK We strongly support the initiative to strengthen 
the technical completeness check. No registrants 
should be granted a registration number for a 
dossier before the dossier has been assessed. We 
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ECHA should be 
empowered to 
consider a dossier 
to be incomplete, 
not only because it 
is formally missing 
required 
information but also 
because the 
information in the 
dossier is manifestly 
inappropriate/non-
compliant. 
 
 

agree that ECHA should have the possibility to 
consider a dossier to be incomplete when the 
submitted information is clearly insufficient to 
cover the standard information requirements. In 
such a case, the registration should be rejected. 
This is not possible with the current wording of 
Article 20(2) which clearly states that the quality 
and adequacy of the submitted data shall not be 
assessed in the technical completeness check. This 
limitation in the scope of the TCC has paved the 
way for many incompliant registration dossiers 
that has entered the market. Strengthening the 
TCC will help ensuring a higher level of compliance 
which has been shown by previous assessments to 
be a major issue under REACH. We recognize that 
the completeness check is not a formal compliance 
check and the level of scrutiny would need to be 
discussed. 

FR We support this change that will empower ECHA 
to consider a dossier to be incomplete if dossiers 
are filled with inappropriate data for some 
endpoints. Some of these failures are so obvious 
that we do not need the administrative burden of 
a CCH. 

HU  

IE IE agrees that definition of manifestly 
inappropriate/non-compliant information’ needs 
to be developed 

Question : Will this mean more manual 
verifications by ECHA than are done presently? 
Will this have an impact on resources?  

If a first time dossier is considered incomplete if 
the information is manifestly inappropriate/non-
compliant, will the same deadline be set for the 
registrants to submit an updated dossier as is 
currently (4 months)? 

NL We support the proposal to make legal changes to 
empower ECHA to consider a dossier to be 
incomplete not only when required information is 
missing but also when it shows manifest errors, as 
it would take too much effort to repair them 
during TCC.  

NO We support strengthening of the completeness 
check to include some qualitative and adequacy 
assessments and to explore adjusting Article 20 in 
this regard. However, we want to highlight the 
importance of keeping CCH as a separate process. 

PT  

SE  

SK SK CA supports broadening the scope of technical 
completeness check in order to strengthen the 
requirement for compliance of all registration 
dossiers. We appreciate the manual verification of 
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dossiers performed by ECHA staff since 2016, but 
this may also include other aspects, e.g. 
determination of compliance with information 
requirements. This would support the principles of 
'no data, no market' and the ‘polluter-pays’ under 
REACH and could force registrants to be compliant 
already during registration. Compliance check 
should remain a separate mechanism for checking 
compliance of the dossier whenever necessary. 

CEFIC While we agree it should not be possible to pass 
TCC with minimal, low-quality or irrelevant 
information, the TCC cannot replace or overlap 
with Compliance Checks. ‘Manually’ assessing a 
dossier before it is considered complete risks 
leading to delays and additional complexity. More 
generally, we think the TCC should not act as a 
disincentive to update/improve the content of 
dossiers. 

EuroM • There is understanding that ECHA could 
consider that a dossier is incomplete when a 
dossier is manifestly inappropriate or non-
compliant. Industry would however ask for 
clarity or examples in such cases to ensure a 
common understanding of the concept.  

• CCH mainly focusses on the lead 
registrant who may be compliant. However, 
behind this facade some registrants may not 
have contributed (financially) to the 
requested alternatives. Industry would 
identify the position of such registrants as a 
clear manifest of non-compliance.  

• We already experienced that the 
extension(s) of the TCC lead to a situation 
where the process of updating dossiers is 
hindered and becomes so burdensome that 
registrants are actively discouraged from 
keeping their dossiers regularly up to date. 
(e.g., mismatch with IUCLID validation 
assistant tool, scope going beyond the 
endpoints falling under evaluation processes 
etc.). Such a complex TCC disincentivizes co-
registrants in particular.  

• Furthermore, when extending the TCC 
into the field of quality as suggested, the TCC 
becomes a sort of a compliance check in its 
own right. Hence, the Board of Appeal should 
have the same role in checking TCC decisions 
as it currently has for checking CCH decisions.  

 

SME-U  

Fuels Europe The proposal “Strengthen the Technical 
Completeness Check (TCC), clarifying that 
completeness check may include determination of 
compliance with information requirements” seems 
to imply that dossier evaluation (cfr. Check of 
manifestly inappropriate/non-compliant 
information in the dossier) would be integrated 
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into the completeness check. However, there 
needs to be a clear distinction between cases of 
scientific disagreement on data (quality and 
adequacy) and true incoherent or incomplete data. 
Due to the UVCB nature of petroleum substances, 
some data (as e.g. data related to substance 
composition and physical chemical properties) are 
presented in a different way than for simple 
chemical substances and this needs to be 
acknowledged. Industry needs stability of TCC 
process to avoid useless administrative burden 
without any added value for information upgrade. 
Extending the scope of the TCC should not lead to 
an extension of the three week period defined in 
REACH Art. 20.2. The TCC process can be made 
more efficient by providing upfront information to 
the registrants on the checks which will be carried 
out before the dossier is accepted and by including 
all checks (also the aspects of the manual checks) 
in the validation assistant in IUCLID. Further 
automating the TCC, rather than a manual process, 
could also address the concern of speed and 
required resources from ECHA. 

JCIA  

EEB_HEAL Currently the REACH legal text does not allow 
ECHA to assess the adequacy and reliability of the 
data submitted at the time of registration (Article 
20(2)). As a consequence, substances are de facto 
allowed on the EU market without proper safety 
data, resulting in a high level of non-compliance 
among REACH substances. The proposal to 
strengthen the completeness check at registration 
stage should ensure that the burden of proof shifts 
to registrants. Dossiers should contain all the 
information on crucial hazard endpoints and on 
use/exposure that is necessary for hazard 
identification and risk management. The benefits 
are large: chemicals with non-compliant dossiers 
of which safety is not demonstrated can be kept 
off market. This will speed-up the evaluation 
process as well as facilitate hazard identification 
and implementation of risk management 
measures. This revision needs to be linked to a 
change in the legal timeframe for ECHA to grant 
market access, as the current REACH text provides 
a very short deadline of 3 weeks only for granting 
market access. The bottom line is that chemicals 
can enter the market in 3 weeks, while it takes 
over a decade for authorities to take them off 
when known to be dangerous.  

The REACH revision is an excellent opportunity to 
strengthen the provisions for the registration 
process for several reasons: 

- ECHA’s ongoing mapping of the chemical 
universe and assessments of regulatory needs for 
groups of substances contribute to an increased 
understanding of problematic substances;  

- ECHA will have completed the compliance checks 
on phase-in substances by 2027. 
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It should be noted that any improvement to 
REACH will only be successful if the registration 
decisions (completeness checks) require 
comprehensive and adequate safety data before 
allowing chemicals on the market. The ‘no data - 
no market’ principle should be duly applied. 

ChemSEc  

CrueltyFree We support this measure providing that a fair 
definition of “manifestly inappropriate/non-
compliant information” is developed. We see that 
it could be helpful for registrants and ECHA alike to 
have a mechanism in place that goes further than 
the current technical completeness check and 
allows a basic level of assessment of the 
information that is present. This could help 
registrants to improve the quality of their 
adaptations at registration stage, avoiding the 
current situation of inadequate/poorly justified 
adaptations only being identified at the 
compliance check stage, where there is then 
extremely limited time for the registrant to 
improve the adaptation. However, it is crucial that 
this preliminary assessment of the information 
present in a dossier is restricted to evaluating 
aspects such as the presence or absence of 
supporting information and does not prejudge any 
presented adaptations before a proper scientific 
and technical assessment. We welcome more 
information from the Commission on what aspects 
of the registration dossier the strengthened 
technical completeness check might cover. 

PISC The modification which aims at strengthening the 
technical completeness check (TCC) should not be 
used as a tool to request animal tests to be 
performed at this stage. The TCC (REACH Article 
20) is currently not used to identify data gaps or as 
a basis for requesting in vivo data, and this should 
not change. We would like to see the procedures 
for assessing compliance with information 
requirements changed considerably and the TCC 
remaining unaltered with regard to data 
requirements. 

 

Revocation of 
registration 
number  

Discussed as an 
important support 
to effective 
enforcement across 
the EU (removing 
access to EU 
market), to be 
applied for 
persistent failure to 
comply.  
 

BE  

DE It should be evaluated in the IA whether and how 
the possibility to revoke registration numbers for 
persistent incompliant dossiers could lead to an 
improvement in compliance. 

It would be necessary to define clear standards in 
which cases registration numbers could be 
revoked. In addition, the enforceability of these 
decisions has to be considered. 

Based on this, it should also be considered 
whether and how – due to general responsibility of 
ECHA for registration and the respective processes 
- the revocation could be conducted by ECHA.  
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DK We also strongly support the possibility to revoke 
registration numbers from registrants that are 
failing to comply with the registration 
requirements. This would be a strong signal to 
industry that “no data, no market” is indeed one of 
the main elements of REACH. However, as stated 
in the background document, the legal 
instruments for the revocation of registration 
numbers is still under development and we are 
looking forward to seeing how the Commission 
foresees this to be implemented. Especially, 
criteria for when to revoke a registration number 
as well as the procedure for doing so would need 
to be clearly defined.  

 

FR This proposal is strongly supported, not only for 

dossier not compliant under TCC but also under 

CCH.  

An equivalent level of incentive should also be 

discussed for registrants that do not submit data in 

time or do not submit data at all in response to SEv 

decisions. It is necessary to find a way to give 

support to effective enforcement in this regard. The 

difficulties encountered to collect data for SEv lead 

to delays on the evaluation but also a strong 

administrative burden for Member States that are 

not remunerated after the first year of evaluation. 

HU In case of registrants’ persistent failure to comply 

with their obligations, we see the introduction of 

the tool of revocation of the registration number by 

ECHA as an effective measure to remove hazardous 

products from the EU market more quickly, while 

saving and allowing for the reallocation of valuable 

resources. 

 

IE IE supports the revocation of registration numbers 

NL NL also supports a legal instrument to withdraw a 
registration number for companies that 
persistently do not meet the registration 
requirements. 

NO ECHA should have the legal possibility to revoke 
the registration number of the registration dossier. 
This possibility should be further explored and 
would strengthen the possibility to keep 
registration dossiers in line with the ECHA 
decisions. Substances under dossier evaluation 
and substance evaluation receive a deadline for 
when to comply in their decisions. In case the 
registration dossier is not updated and the 
national enforcement authority decisions is not 
followed, then ECHA should have the possibility to 
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revoke the registration number of the incompliant 
dossier in cooperation with the national 
enforcement authority. 

PT  

SE We also support suggested revocation of 
registration numbers in case of persistent failure 
to comply. 

SK  

CEFIC Cefic supports the revocation of registration 
numbers in line with the “no data, no market” 
principle, subject to a transparent legal process. 
Revoking registration numbers in case of 
persistent failure to comply is a powerful tool that 
needs to include clear conditions, legal rights and 
due process. It should be applied as ‘the last 
remedy’. Registrants’ right to be notified and 
heard before a decision is made needs to be 
respected and the reasons for revocation clearly 
communicated. 

We understand the decision to revoke registration 
numbers, hence market access, would lie with 
ECHA. This makes sense. However, we believe that 
this will only work if it is coupled with effective, 
coordinated enforcement of the revocation 
decision in all EU Member States so that all 
registrants (including all Only Representatives) and 
all legal entities established in different Member 
States concerned by the revocation decision are 
equally controlled /sanctioned – not only lead 
registrants. This is needed to ensure equal 
treatment (hence avoid unfair competition) within 
the EU internal market. In this respect, we see a 
role for the Forum on Enforcement to ensure joint 
enforcement of revoked registrations. 

The consequences of the revocation decision in 
terms of removal of market access need to be 
thought through, e.g. management of stocks, 
implications for downstream users (supply 
disruptions), implications for ECHA decisions to 
generate more testing, duties of registrants, etc. 
Experience gained from ‘cease of manufacture’ 
situations should be considered. 

EuroM • Equally as on the previous point there is 
support for this principle if clarity and 
examples of such cases could be provided. 
The Cefic paper on specific situations for 
revocation of the registration number could 
be a good starting base.  

• An option to consider could be a flagging 
system whereby ECHA raises an amber and 
subsequently a red flag when a dossier 
remains incomplete for important endpoints.  

SME-U Such a step is very drastic for a company and 
should therefore only be possible under 
exceptional circumstances. This requires a clear 
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definition of such circumstances and a transparent 
process. In particular, an appeal to the ECHA Board 
of Appeal must be possible. As a matter of 
principle, however, we are of the opinion that 
enforcement and penal measures should remain 
the competence of the Member States. 

Fuels Europe Revocation of registration numbers should never 
be considered under TCC as this could be 
counterproductive in encouraging registrants to 
update dossiers. The current process is favoured in 
which upon TCC failure, registrants can rework the 
registration dossier to address the failures and 
resubmit an updated dossier while still remaining 
within the deadlines required under Regulation 
(EU) 2020/1435. 

JCIA  

EEB_HEAL The current legal text allows ECHA to grant 
registration numbers, but it does not allow the 
agency to revoke registration numbers for safety 
data reasons once granted. We support the 
proposal that ECHA should be granted the 
possibility to revoke the registration number when 
the dossier does not provide compliant safety 
data. However, the effectiveness of this measure 
will depend on the conditions under which it can 
be applied and on the legal definition of what 
constitutes a ‘case of persistent failure’. The effect 
of this measure will be seriously flawed if ECHA 
can revoke a registration number only in cases 
whereby a company has remained in non-
compliance following a long evaluation process. 
Evaluation can take many years and can 2 be 
further prolonged by registrants by filing 
complaints at the Board of Appeal. If a revocation 
can only take effect after that evaluation, the 
measure will be a free licence for industry to 
continue marketing non-compliant chemicals for 
years, while people and the environment will 
remain unnecessarily exposed to potentially 
hazardous chemicals. Under those conditions, the 
measure will not contribute to achieving the CSS 
commitment for zero tolerance to non-
compliance. Therefore, further discussion is 
needed on the implementation conditions of the 
revocation power of the Agency. 

Additional proposal: ECHA should be allowed to 
revoke the registration decisions when the 
information requested is not provided or is not in 
compliance; linked with revised provisions for 
registration. 

ChemSEc We particularly like the Completeness check 
suggestion and revocation of registration numbers 
- BUT- revocation of registration numbers should 
not only be able to be done after the evaluation 
(since this can take many years). 

CrueltyFree We have no comments on this measure.  
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PISC  
 

Information 
requirements: 
application of 
waivers 

Application and 
consequent 
assessment of 
waivers under 
Evaluation have 
important impact 
on effectiveness and 
efficiency of data 
generation. Having 
at least some 
specific waivers (e.g. 
exposure based) 
subject to 
validation/authorisa
tion prior to their 
use may improve 
data availability and 
efficiency of 
evaluation 
procedures 

BE  

DE We strongly support that waivers must be properly 
justified and that justifications are checked for 
appropriateness 

DK Implementing a system where waivers are subject 
to validation/authorization prior to their use would 
also aid in the process of ensuring that sufficient 
and relevant data is available for assessment.  

 

FR We support the proposal to “have at least some 
specific waivers subject to validation/authorisation 
prior to their use may improve data availability 
and efficiency of evaluation procedures”. 

HU  

IE  

NL NL recognise the importance of assessing the 
waivers to ensure that they are sufficiently 
justified and if not that further data need to be 
generated to substantiate that substances can be 
used safely. The REF-7 project on the registration 
duties has shown for instance that claims for 
strictly controlled conditions are not always 
sufficiently substantiated. In that respect we 
support the proposal to subject some specific 
waivers (e.g. exposure based) to 
validation/authorisation prior to their use. For this 
purpose it would useful to develop criteria to 
comply with to make a waiver justified and to 
investigate what this means for registrants and 
authorities with respect to responsibility and 
burden of proof.  

 

NO We support that registration dossiers which has 
specific waivers used on higher tonnage test 
requirements should be investigated already at the 
completeness check stage and be flagged for 
compliance check. It can also be considered if the 
justification for the waiver is of so poor quality 
that the registration dossier should be revoked 
already at completeness check stage. 

PT  

SE  

SK  

CEFIC  

EuroM  
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• Industry would welcome the possibility 
to have specific waivers checked for their 
validity. While the scope of these waivers may 
need to be further clarified (standard/non-
standard requirements, going beyond Annex 
XI or column 2), industry would plea for a 
clear, transparent and smooth process for 
such a validation step.  

• However, a voluntary system where 
industry can ask for such validation may be 
more appropriate, efficient, and cost effective 
as well as being more in line with the 
philosophy of REACH with industry being 
responsible for the quality of the registration 
dossier.  

• Voluntary, programs like MISA showed 
that such practice can work efficiently 
promoting cross substance and cross sectorial 
alignment and streamlining of waivers  

SME-U  

Fuels Europe Information requirements: application of waivers. 
The assessment of waivers at the TCC would result 
in the same situation as described under 
“strengthening the TCC”. Any check of the data 
content of the dossier should be left to the dossier 
evaluation process. The assessment of 
adaptations/waivers is very complex and time 
consuming in general but this is especially true for 
UVCB substances due to their complexity. This 
would lead to delays in the validations of 
registration dossiers which can pose a particular 
problem for a first-time registrant needing to start 
its first import or for the manufacture of a new 
substance. 

JCIA  

EEB_HEAL Data is often waived on invalid grounds. This 
allows chemicals on the market without their 
safety being demonstrated. During the compliance 
check, registrants can submit completely new 
data, taking a lot of ECHA’s resources. The burden 
of proof should truly shift to registrants. 

Therefore, ECHA should be allowed to validate 
waivers and other data before granting a 
registration number. Better selection of the 
substances allowed on the market will result in 
increased efficiency in the evaluation process later 
on. Triggers are needed for obtaining the 
necessary data rather than waivers for providing 
data. 

ChemSEc  

CrueltyFree We support this measure, providing that it 
functions as a mechanism for strengthening 
adaptations rather than limiting their use. Like the 
measure on strengthening the technical 
completeness check, we see that this could help 
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prevent the situation of inappropriate use of 
waivers only being identified at the compliance 
check stage, where there is then extremely limited 
time for the registrant to improve the dossier. The 
key will be to make the conditions for meeting the 
waiver fair and transparent, and to ensure that the 
mechanism for gaining validation/authorisation is 
not onerous. In future, please consider that the 
use of exposure-based waivers could be supported 
by the introduction of additional information 
requirements on uses and exposure (as discussed 
under agenda item 3.4 at CARACAL-43); please 
consider that appropriate checks made with 
respect to such supplied information may facilitate 
its use in supporting waivers. We support 
maintaining all of the waivers currently in REACH 
and hope to see more added based on recent 
technical developments in non-animal methods 
(e.g. opportunities to waive short-term toxicity on 
fish using OECD TG 249). We welcome more 
information from the Commission on how the 
process is expected to work and which waivers 
could be within scope. We would also welcome 
reassurance that this measure intends to increase, 
rather than limit, the use of waivers. 

PISC As long as there are animal testing information 
requirements, adaptations (waivers) to standard 
information requirements are crucial to ensure 
reduction of animal testing. The application of 
waivers under Evaluation would allow the 
registrant to apply the most up-to-date technical 
and scientific advancements and/or data (e.g. 
exposure data) available to them and ensure 
testing is only carried out when deemed 
scientifically necessary in order to protect health 
and the environment. As previously accepted in 
case law (Federal Republic of Germany v Esso 
Raffinage C-471 P 21 January 2021), it would be a 
‘devastating result’ if animal tests were carried out 
in circumstances when there was a possible 
adaptation. 

 

Dossier 
Evaluation 

 
BE  

DE The rationale for keeping DEv and SEv as separate 
processes is not clear and, therefore, merging the 
two processes into one should be considered. (See 
comment below) 

DK  

FR  

HU When considering possible improvements of 
dossier evaluation, while acknowledging that, for 
TP, it is very important to be in line with the 
REACH objectives of animal welfare and 
production of quality data, we would still welcome 
further elaboration on the options for its future 
use. 
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Similarly, clarification would be appreciated on the 

CCH proposal for addressing self-classification, as 

well. 

IE  

NL  

NO  

PT  

SE  

SK  

CEFIC Compliance check and grouping 

Industry and ultimately all actors would benefit 
from sequencing and streamlining of procedures: 
we propose the following sequential steps: 

1. Where grouping or read-across is involved, or 
when exposure-based waiving is used, first find 
agreement with ECHA on the grouping approach. 
Industry has a lot of internal experience with their 
products, sometimes additional information, to 
contribute to a robust, scientific grouping 
approach. Practical experience shows that we 
often face discrepancies between ECHA and 
registrants on the grouping approaches, on 
underpinning data and on how to assess other 
substance properties beyond structural similarity. 
Early resolution of discrepancies would help for 
the next stages. 

Further details on Cefic views on grouping are 
explained in our previously published paper.1 

2. Run Compliance Checks (CCH) where needed, in 
line with the priorities established under the 
Commission-ECHA Joint Evaluation Plan, in line 
with the Chemical Universe and in line with Article 
41. 

3. Consider Substance Evaluation, if a concern 
remains, after CCH is completed to avoid overlaps 
or duplication. This has become a fairly standard 
practice but is still not consistently applied. 

The REACH Revision is an opportunity to clarify 
these three sequential steps. Agreeing on 
grouping, categories and read-across justification 
early in the process would smooth the next steps 
for industry and for authorities. In this respect, we 
welcome the idea of ECHA providing support on 
adaptations proposed by registrants, where 
warranted and in case adaptations require 
improvement. 

We would also like to remind that compliance of 
dossiers is a moving target as data requirements 
evolve, as we learn from Board of Appeal cases, as 
guidance and IT-tools change. This is recognised in 
the Commission’s paper. However, some of the 
changes require years before a dossier can be 
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updated (e.g. if higher-tier studies are involved). 
We do not believe that an ‘expiration date’ would 
work in practice. Proper implementation of Article 
22 is a better way forward. 

EuroM  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL  

ChemSEc  

CrueltyFree  

PISC  
 

Testing proposal 
(TP):  
- Restrict use 

or 

- expand (for 

animal 

testing) 

Making changes to 
the legal provisions 
that determine 
when a testing 
proposal must be 
issued before 
proceeding with the 
testing, which may 
go in two directions: 
- Raise 

expectation 

that (all) data 

is available 

when 

registering, 

also by 

generally 

reducing 

requirement 

to first 

prepare test 

proposals and 

subject them 

to 

examination, 

e.g. for higher 

tier in ecotox 

- Extend TP to 

effectively all 

animal/vertebr

ate testing to 

use the 

process to 

help ensure 

animal testing 

is only done 

where strictly 

necessary 

- Combination: 

limit TP to 

animal/vertebr

ate testing 

BE Regarding the dossier evaluation procedures, we 
could agree to limit the testing proposals to 
invertebrate studies (can be broadened to lower 
tonnages). 

DE We are of the opinion that testing proposals are an 
important tool to avoid unnecessary tests on 
vertebrate animals or tests of a low quality and to 
fulfil the provisions of Article 25(1). The option on 
mandatory testing proposals at Annex VII/VIII 
levels for vertebrate testing should be further 
investigated. This could ensure that other data 
sources have been considered instead of in vivo 
testing (e.g. from read-across) or whether waiving 
is acceptable. 

However, we also support to investigate the 
proposal to limit testing proposals to 
animal/vertebrate testing only 

DK As a principle, we believe that all the required data 
should be available before registering a substance 
under REACH. This should ensure that no 
hazardous substances enter the market before 
data on their hazard properties are available for 
assessment. In general, we believe that the testing 
proposal examination process improves the 
decisions and therefore we are hesitant to support 
in vivo testing without submitting a testing 
proposal. However, for some lower tier studies, we 
could consider reducing requirements to submit 
testing proposals. 

FR As a general outcome, the efficiency of the TP 
process is questioned. First of all, the proposal to 
limit TPs to vertebrate testing is supported 
because it would decrease the administrative 
burden while having a very limited impact in the 
reduction of animal testing. Indeed, the TP process 
currently applies to all test requirements in Annex 
IX and X, whether using animals or not (e.g. biotic 
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degradation). However, in line with the objective 
of the Directive 2010/63 on the protection of 
animals used for scientific purposes, the focus and 
main objective of TP is and should remain on the 
reduction of vertebrate testing, for which 
corresponding TP are published on the ECHA 
website. Although one advantage of a TP is that it 
allows to fine-tune the design of some test studies 
and to ensure that the test that will be performed 
is the relevant one, in many cases, the 
corresponding recommendations could be 
addressed in guidance, which could describe the 
basic criteria which need to be fulfilled. Leaving 
the final responsibility of the test to the registrants 
is also in line with REACH principles. 

HU  

IE It is not completely clear what is meant by ‘raise 
expectation that all data is available…’. If there is 
an expectation that all required data should be 
present when registering a substance, would this 
result in unnecessary vertebrate testing?  

We are fully supportive of the aim to ensure 
animal testing is only done where strictly 
necessary. We support this proposed 
“combination” of limiting the obligation to submit 
a testing proposal to those information 
requirements for which vertebrate testing is 
foreseen 

NL We agree to make changes to the requirements 
for Testing Proposal Examination (TPE) to increase 
efficiency and the availability of data. NL could 
support the proposal to limit the requirement for 
test proposals for vertebrate animal tests only (for 
all tonnage bands), although aspect of costs, test 
duration and availability of alternative test 
methods could be considered to restrict the 
obligation for submitting a test proposal to certain 
type of tests.   

NO We support the suggestion that Testing Proposals 
(TP) should be restricted to animal vertebrate 
studies. 

PT Regarding Testing proposals we consider that they 
should apply for vertebrate testing. 

SE We are open to develop options for revision of the 
current requirements for Testing Proposal 
Examination (TPE) could improve the efficiency 
and raise the expectation that required data is 
available at the time of registration. New criteria 
for the TPE could be based on the foreseen need 
or benefit from involvement of the authorities for 
specific tests. 

SK  
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CEFIC We support the proposal to limit TPs for Annex IX 
and X studies that involve vertebrate animal. Said 
differently, we doubt any inflation of TPs would 
bring added value: extending TPs to other animal 
studies in all annexes would lead to further delays 
in developing or updating dossiers. We would 
rather recommend to retrospectively assess the 
added-value of Testing Proposals based on 
experience gained so far. Is it the best tool to 
reduce/avoid animal testing? Are there less time-
consuming mechanisms to the same effect? Can 
we reduce/avoid animal testing without complex 
TPs? 

EuroM While testing proposals make sense to promote 
the maximal use of alternative testing when 
vertebrates are involved, in general this step 
reduces the speed to become compliant. 

▪ Testing Proposals should therefore only be 
required for animal vertebrate needs 

▪ On the other hand, REACH still includes 
vertebrate testing requirements for which there 
are doubts on their informative value (e.g., 2nd 
PNDT under certain conditions). The experience 
built up so far would certainly allow for a critical 
review of what vertebrate tests would probably 
not need to remain as standard information 
requirements, but should only be triggered under 
specific conditions 

▪ The evaluation procedure for any approval of a 
testing proposal should be looked at to include 
clear timelines for every step of the process (e.g., 
timelines on when to proceed after comments on 
Draft Decisions were received). Experience shows 
that without such clear timelines, Dossier and 
Testing Proposals Evaluation processes can be 
delayed for months / up to more than a year. 
When doing so, a better balance between timing 
requirements for all involved actors should be 
sought for. 

▪ It is expected that SAICM will further promote 
Chemicals Management systems being introduced 
in other jurisdictions. We would therefore plea 
that the REACH reform foresees the potential for 
reciprocal recognition of granted Testing Proposals 
to prevent vertebrate testing being repeated due 
to EU or other jurisdictions. 

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL We agree with the Commission that further 
analysis and discussion are needed on the 
proposed options. Our initial view is that the 
legally required data should be provided at the 
time of registration, making testing proposals in 
most cases redundant. In either case, revision of 
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articles 40 and 43 will be needed. If testing 
proposals are to stay in REACH, the following 
considerations should be taken into account: 

- update of article 40 is needed to cover animal 
tests under Annex VII and VIII; 

- testing proposals should be limited to vertebrate 
tests; 

- update of article 43 is needed since the 
examination of test proposals related to phase-in 
substances should be completed by June 2022. 

ChemSEc  

CrueltyFree We fully support extending the requirement to 
submit a testing proposal to all vertebrate animal 
tests. As is the case for higher tier tests that 
currently require a testing proposal, this 
mechanism promotes the 3Rs and helps to meet 
the legal obligation of animal testing as a last 
resort by allowing ECHA and the MSC to assess 
whether there is a need for vertebrate animal 
testing and, if so, how best to reduce and refine 
animal use. Tests that do not currently require 
testing proposals can use a significant number of 
animals – for example, the 
Reproduction/Developmental Toxicity Screening 
Test (OECD TG 421) uses 400 animals – so there is 
the potential for a lot of animals to suffer in 
unnecessary testing if the registrant performs a 
test that is not required or could be otherwise 
adapted. Requiring testing proposals for all 
vertebrate animal tests would mitigate this risk. 
We foresee the testing proposal mechanism 
becoming even more crucial in future, for example 
if testing strategies are devised for groups of 
substances. In this case, it will be important for all 
vertebrate animal tests to be within the scope of 
testing proposal evaluation so that the strategy 
can be assessed as a whole. To reduce the burden 
on ECHA and registrants, we support removal of 
the obligation to submit testing proposals for any 
tests not involving vertebrate animals. 

PISC Testing proposals help to reduce animal testing 
and ensure compliance. The problem of testing 
being carried out that may later be rejected can be 
avoided by ensuring that new vertebrate animal 
testing is subject to analysis of testing proposals. 
Examination of proposals can and should usefully 
assess whether all necessary information 
(including the dosing schedules for the tests other 
than the range-finding studies) will be provided, to 
ensure that animal tests are not repeated and that 
the dosing regimens are not excessive and cause 
unnecessary animal suffering 

 

Compliance 
Check (CCH) 
Strategy after 
2027 – 

Changes to 
compliance check 
provisions in Art. 41. 
A mixed bag and 
may be separated in 
submeasures:  

BE  

DE Before revising the strategy for dossier evaluation 
we suggest to evaluate the results of the 
adjustments of the REACH Evaluation Joint action 
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percentage, 
prioritization 

a) Ambition: CCH 

after 2027 

when current 

evaluation 

action plan 

expires  

b) Prioritisation 

of CCH cases  

plan since 2019. We would be interested to hear 
whether the dossier quality has improved since 
then. 

DK It would benefit the dossier evaluation process if 
amendments to the legal provisions are 
implemented on the Compliance Check Strategy. 
The proportion of dossiers subject to compliance 
check was recently increased from at least 5 % to 
at least 20 % as a response to the high level of 
incompliance. This number of compliance checks 
could be reduced (e.g. back to 5 %) in the future, if 
the number of compliant dossiers increase. We 
also note that new evidence could generate a need 
to revisit dossiers that have previously been 
assessed to be compliant. It is suggested to amend 
the scope of the CCHs to also include self-
classification, DNELs and CSR/exposure. We 
support this and believe that an amendment of the 
legal text to reflect this would be appropriate. 

FR Compliance check provisions must be kept in the 
legal text to keep pressure on registrants, including 
after 2027. Registration dossiers are indeed a key 
piece of REACH, that underpins the functioning of 
all the processes of the regulation. Besides there is 
a strong need to maintain prioritization for CCH 
cases related to substances under evaluation in 
order to carry out SEv on the basis of exhaustive 
and compliant registration data. 

HU  

IE  

NL  

NO Experience has shown that many registration 
dossiers are incompliant. In our view it is 
important to continue a high ambition to go 
through the registration dossiers (CCH) also after 
2027. New substances are continuously being 
registered and there are still a high number of 
registered dossiers that have not been evaluated 
yet. 

PT  

SE  

SK  

CEFIC  

EuroM • As stated under the generic comments, 
we plea for ECHA’s and MSC’s roles to move 
to a role of auditor function whereby the 
proposed response to an identified need for 
improvement is proposed by industry and 
evaluated.  
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• The ambition should therefore be to turn 
the system towards such new roles, 
implement them efficiently and define the 
areas where the auditing role would be most 
relevant.  

• The ambition should not focus on the 
number of compliance checks but focus 
rather on progress on the quality of the files, 
to be in line with the principle to focus on 
what matters.  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL The EEB and HEAL strongly support revisions of the 
legal text to include the Commissions’ proposals 
for amendment of the compliance check 
provisions. By 2027, ECHA will have achieved the 
targets for compliance checks currently set in the 
REACH text. Therefore, a revision of the legal text 
will be needed and should include a strategy with 
updated targets and priorities for compliance 
checks beyond 2027. Determination is needed to 
achieve the CSS ambition of zero tolerance 
towards non compliance. 

ChemSEc  

CrueltyFree We have no comments on this measure. 

PISC  
 

Scope of CCH 
and CCH 
decisions 

c) Scope: CCH 

addressing 

also self-

classification & 

DNEL; 

CSR/exposure 

d) Grouping: 

setting legal 

frame that 

would 

maximise 

effectiveness 

to jointly check 

compliance for 

all substances 

that are 

members of 

groups and 

address data 

gaps with 

testing 

strategy 

 

BE In addition, we strongly agree to broaden to scope 
of CCH to CLH, exposure, CSR, … as this would 
improve the quality of the data in the registration 
dossiers (although we recognise that this should 
already be possible according to the current 
REACH text). 

DE c) The proposal to address self-classification and 
DNEL/PNEC should be investigated. We 
understand that the information requirements 
regarding CSR/exposure might be changed. In that 
case, it should be discussed whether it makes 
sense to address CSR/exposure (including 
evaluation of the plausibility of exposure 
assessment) in CCH..  

d) We support to use grouping approaches as far 
as possible, especially for testing in vertebrate 
animal tests. In many cases read-across 
justifications in the dossiers are of low quality 
which reduces the success of grouping approaches 
in evaluation or considerably increases the 
workload for assessment of such approaches on 
authorities’ side.  

Improvement of the read-across justifications in 
the registrations is necessary (if not, ECHA would 
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take the responsibility for the read-across during 
the evaluation procedures). 

DK In addition, we welcome extending the scope of 
CCHs to also address self-classifications and 
CSR/exposure. However, we cannot give further 
comments on this issue before a proposal on the 
way forward is presented.  

FR Regarding the scope important difficulties have 
been encountered to collect appropriate data on 
substance identification (SID) with consequences 
on the production of an adequate hazard and risk 
characterization as well as on the possibility to 
further investigate some properties. This 
difficulties are mainly due to a lack of information 
requirements in the annexes of the regulation. 
Therefore we strongly support the integration of 
such information requirements in the annexes in 
order that during the CCH there does not remain 
any uncertainty regarding the SID. The justification 
of the adequacy with the substance identification 
profile (SIP) should also be included in the REACH 
requirements. This adequacy will permit to justify 
potential deviations and discuss appropriateness 
of results based on the composition of the 
different tests substances. Regarding grouping the 
proposal to set a legal frame is fully supported. 

HU  

IE We agree that robust use and exposure 
information should be available in registration 
dossiers. Therefore, we support further 
consideration of extending the scope of CCh, 
especially with respect to CSR/exposure. We note 
that requesting missing exposure information or 
addressing poor quality exposure information in 
registration dossiers has proven difficult to do 
under the CCh process to date. 

We agree that tis (i.e. legal frame on grouping) 
could allow for more streamlined CCH decisions 
and facilitate data sharing between registrants of 
different substances. 

NL We agree to extend the scope of the compliance 
Check (CCH) to other elements than currently 
included, such as exposure and parts of the CSR, to 
obtain further information in cases estimates and 
assessment  are considered inadequate. To extend 
the scope to self-classification and DNEL/PNEC 
should be investigated further to ensure it will not 
interfere with the duties of RAC, but for obvious 
cases in which data are waived due to incorrect 
implementation of the C&L criteria or use of 
assessment factors ECHA should have to possibility 
to conclude on a non-compliance. We think 
extending the scope of compliance check to 
include elements of chemical safety assessment 
(such as exposure assessment and hazard 
assessment) could positively contribute to overall 
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quality of REACH registration dossier information. 
However, we also see legal challenges of such 
broadening of the scope as non-compliances 
would be based on scientific interpretation rather 
than wrong or missing information. Only in cases 
where the registrant clearly has not followed or 
misinterpreted the existing relevant REACH and 
CLP guidance documents, it will be possible to 
draft a legally clear and unambiguous compliance 
check decision with a possibility for resolution. It 
may be challenging to clearly define those cases.  

We agree with the proposal for setting a legal 
frame that would maximise effectiveness to jointly 
check compliance for all substances that are 
members of groups and address data gaps with 
testing strategy. 

NO We support to expand the CCH to include self-
classification, DNEL, CSR and exposure. We 
support a grouping approach in CCH, however, we 
have some concern on the resources needed from 
ECHA to do this. 

PT We agree that CCH should address self-classification & 
DNEL and also CSR/exposure. 

Regarding grouping, provisions should be included to 
validate the group boundaries for eco(toxicity), 
namely through the use of NAMs on group members. 

 

SE We support the suggestion for the scope of the 
compliance Check (CCH) to include information on 
self-classification and exposure. We interpret the 
current REACH text such that ECHA already has the 
mandate to request such information. 

We also support the proposal for setting the legal 
frame that would maximise effectiveness to jointly 
check compliance and to address data gaps for 
substances that are members of groups. 

SK The scope of compliance check could be extended 
to also cover CSR/exposure or DNEL issues. In our 
view, this information is important to consider a 
dossier as compliant. Compliance check for groups 
of substances will definitely speed up the process. 
However, it should be legally secured to avoid 
possible appeals at a later stage. The practical 
feasibility of compliance check for groups of 
substances is also problematic. 

CEFIC  

EuroM • As such it is understandable to promote 
a level playing field (e.g., promote reviewing 
the C&L notifications).  

• However, there needs to be clarity, on 
how and to what extent this will be 
implemented. Moreover, self-classification 
belongs to the CLP regulation, not to the 
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REACH regulation so this needs to be clarified 
too.  

• Grouping for the Assessment of 
Regulatory Needs (which may include CLH) is 
presently conducted by ECHA. More in line 
with keeping industry responsible, it is 
suggested that industry has the option to 
present its grouping for regulatory use for a 
validation check (as suggested for waivers 
under the registration part of the CA/08 
proposal).  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL We also support revision of the REACH text to 
embed a legal frame to jointly check the 
compliance for all substances that are members of 
a group and to address data gaps with a testing 
strategy based on group considerations as a 
default approach. Compliance checks should 
happen by groups to speed up the process and 
avoid regrettable substitution while not increasing 
the time of the evaluation. 

At present, the high levels of non-compliance 
overload the evaluation process, resulting in 
delays of hazard identification and risk 
management, and drain of ECHA’s resources. In 
practice, there is no market consequence for non-
compliance for registrants, and measures are 
needed in order to force registrants to provide 
adequate data at an early stage. 

ChemSEc  

CrueltyFree We support compliance checking of substances in 
groups, providing this is used as a way of ensuring 
robust protection of human health and the 
environment while minimising new animal tests. 
Assessing substances in groups can make it easier 
for testing strategies, particularly those using read 
across, to be developed for the group as a whole, 
avoiding unnecessary animal testing that could 
otherwise occur if substances were assessed 
separately. We recommend the extension of the 
testing proposal mechanism to groups of 
substances identified for upcoming compliance 
check, so that (groups of) registrants can put 
forward a testing strategy for a group of 
substances proactively and prior to the 
commencement of a compliance check. In this 
case, it would be necessary to extend the testing 
proposal requirement to all vertebrate animal 
tests so that complete testing strategies for groups 
of substances can be evaluated. 

PISC Under no circumstances should the grouping of 
substances be used to justify requiring animal tests 
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for substances in the group for which data indicate 
no scientific need for further testing. As ECHA and 
the Commission have stated many times, the 
grouping of substances should be a tool to fill data 
gaps and decrease the need to test every 
substance. The suggested modifications to REACH 
Articles 44 and 46 could result in “tick-box” 
testing, where additional testing is not 
scientifically justified. This must be avoided, in line 
with Directive 2010/63/EU on the protection of 
animals used for scientific purposes, and to avoid 
wasting resources and time. 

 

Information 
requirement 
and scope of 
CCH decision: 
improving 
adaptations by 
registrants 

E.g. modifying the 
CCH provisions to 
support registrants 
ensuring 
compliance by 
providing quality 
adaptations, where 
warranted 
 

BE It is not clear what is meant by the proposal to 
improve adaptations by registrants? Will ECHA 
help registrant in their waiving, read-across 
assessments? Please clarify. 

DE It should be discussed whether this could reduce 
the number of vertebrate animal tests if they could 
be avoided by adaptations. However, this proposal 
must not lead to a situation where registrants are 
circumventing test requirements by making 
insufficient adaptations. It must also be ensured 
that the corresponding changes do not delay the 
execution of required tests. 

If registrants submit adaptations, the deadlines 
could be much shorter than the deadlines for the 
submission of newly generated test data. 

DK Poor adaptations by registrants is one of the 
reasons for the low level of compliance. It is 
proposed to modify the CCH provisions to support 
registrants ensuring compliance by providing 
quality adaptations. If amending the CCH 
provisions can result in quality adaptations, we can 
generally support this. 

Modifying the CCH provisions to support 
registrants ensuring compliance by providing 
quality adaptation is also supported as poor 
adaptations is one of the major reasons for the 
high number of incompliant dossiers.  

FR  

HU  

IE  

NL We welcome the proposal to improve the 
adaptations by registrants but we await more 
concrete suggestions before providing comments  

NO Improving adaptations by registrants: This part is 
unclear, and it should be clarified what is meant. 

PT  

SE  
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SK  

CEFIC •  

EuroM • We support this idea whereby ECHA 
could indicate if adaptations are of robust 
quality to be applied. It could certainly 
stimulate a broad application once such 
adaption has been qualitied as robust, hence 
preventing/limiting that ECHA needs to spend 
resources for CCH on such cases.  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL  

ChemSEc  

CrueltyFree We are in favour of any measure that gives 
increased confidence to registrants providing 
appropriate adaptations after a final decision that 
they will remain compliant and will not be 
penalised for following their legal obligation to 
conduct animal testing only as a last resort. In the 
current system, a registrant will usually not know if 
their adaptation is acceptable to ECHA until the 
registration dossier is compliance checked, at 
which point there is extremely limited time to 
improve the adaptation. We have seen several 
cases where adaptation becomes possible, or can 
be further improved, following a final decision 
(see, for example, General Court Case C-471/18 P 
Esso Raffinage) and it is important that registrants 
are not deterred from this option post final 
decision. As clarified by the Board of Appeal’s 
decision on case A-001-2019, even though the 
registrant is allowed to attempt a further 
adaptation following a compliance check decision 
from ECHA, it risks non-compliance if this 
adaptation is rejected and is therefore 
disincentivised from trying. This conflicts with the 
ruling on General Court Case C-471/18 P Esso 
Raffinage, which stressed that animal tests must 
only ever be carried out as a last resort, even after 
ECHA has made a decision requiring animal tests. It 
is crucial to the proper functioning of evaluation 
under REACH that this conflict is resolved, and we 
are therefore grateful that the Commission has put 
forward this measure. A properly functioning 
system would see reasonable adaptations given 
the best chance of succeeding by providing 
registrants with enough time and support during 
the evaluation process to improve them following 
rejection by ECHA; this is the only way that the 
obligation to test on animals as a last resort can be 
truly met. This would require giving registrants a 
reasonable amount of time to improve an 
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adaptation, following a draft compliance check 
decision, possibly by repurposing and extending 
the commenting period provided for by Article 
50(1) of REACH. Alternatively, clarification that 
registrants attempting reasonable adaptations 
following a final compliance check decision do not 
risk non-compliance could be sufficient. A clear 
mandate and adequate resources must be given to 
ECHA to enable it to provide advice on improving 
adaptations. Evaluating substances in groups could 
make this process more efficient. It is important 
that any support given to registrants to develop 
adaptations is not associated with increased fees, 
as this will act as a disincentive. 

PISC As long as there are animal testing information 
requirements, adaptations (waivers) to standard 
information requirements are crucial to ensure 
reduction of animal testing. The application of 
waivers under Evaluation would allow the 
registrant to apply the most up-to-date technical 
and scientific advancements and/or data (e.g. 
exposure data) available to them and ensure 
testing is only carried out when deemed 
scientifically necessary in order to protect health 
and the environment. As previously accepted in 
case law (Federal Republic of Germany v Esso 
Raffinage C-471 P 21 January 2021), it would be a 
‘devastating result’ if animal tests were carried out 
in circumstances when there was a possible 
adaptation. 

 

Substance 
Evaluation 

 
BE  

DE Additional suggestion: 

Strengthening of the possibility to request 
information on use and exposure Extend the 
possibility to request downstream user (DU) 
information.  Explanation: at the 
workplace high risk tasks are often not conducted 
by the registrants themselves but by DUs. DUs 
have no duty to submit information if there are 
data gaps found in SEv especially concerning DU 
uses.  

If the candidate list will be linked with the new 
data requirements on exposures/emissions etc. for 
DUs as proposed in CA/03/2022, the DUs 
concerned are known. In this case it may be 
possible to extend the possibility for authorities to 
request information from DUs during the SEv 
processes as well. 

DK  

FR A set of regulatory consequences of gradual 
severity should be foreseen in the legal text, when 
requested data are not provided in time or not 
provided at all since actual practices seem not 
efficient. 

Additional comments on substance evaluation 
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- Requesting exposure data under SEv 
(and CCH) should be possible. The current SEv 
framework make it difficult to request other data 
than hazard data because of the justifications 
needed. However, the lack of use and exposure 
information prevent authorities to clearly identify 
the risk and to suggest appropriate risk 
management measures. This information must be 
accessible.  

- We support to add information 
requirements on the SID in the REACH regulation 
(see comments above). If this cannot be 
implemented, it should be possible/easier to 
request such data under SEv.  

- When it is found during a SEv that a 
registration does not fit in the SIP of the joint 
submission, it should be clarified how this dossier 
should be managed (should the registrant be 
withdrawn from the joint submission?).  

- Improvement of the communication 
between ECHA and an eMSCA when a CCH is on-
going during or prior to a substance evaluation 
would be beneficial as well as an easier access to 
the follow-up for the Authorities.  

- A way should be found to easily know 
when a dossier is updated: e.g. during a SEv if a 
registrant is not communicating that the dossier 
has been updated there is no automatic alert, the 
only way is to check on REACH-IT or IUCLID on 
regular basis. This part of the process should be 
improved to facilitate the work of the eMSCA in 
charge of the SEv. 

- At this time, the decision-making process 
in MSC for SEv decisions is not very satisfying as 
the members are only consulted after the first 
comments of the registrants. This system does not 
allow members to consider other options at the 
first stage. A better and more efficient way would 
be to have a new system in which the decision is 
built together, at an early stage, assessing the 
different possible alternatives in order to find the 
better strategy on the tests to be requested, and 
which would not allow to totally challenge 
decisions at the end of the evaluation by the 
eMSCA. Further proposals to improve the process 
would be welcome. This is also in line with the 
proposal to realign the role of the MSC on 
scientific questions, in particular with a 
specialisation on the fine-tuning the study designs. 

-  

HU  

IE  

NL  

NO The SEv process is a comprehensive process from 
CoRAP listing to the decision and the final 
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conclusion document. We strongly support that 
the process is made more efficient.  

One possibility is to have obligation to the 
registrant for regular update on the status in cases 
where the registration dossiers haven’t been 
updated according to the decision deadline. 

PT  

SE In our view substance evaluation (SEV) has been a 
useful tool within REACH for risk management of 
hazardous substances. Nevertheless, going 
forward it is critical that the SEV process becomes 
more efficient. 

SK  

CEFIC We call for a more coordinated approach on 
Substance Evaluation, with ECHA in the 
coordination lead, and welcome the proposal of 
ECHA being able to perform Substance Evaluation 
with ECHA in the lead. We have seen divergences 
in the way different Member States manage 
Substance Evaluation and develop the dossiers. 
Transparency and process clarity are important to 
registrants. 

EuroM  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL EEB and HEAL fully support the Commission 
proposals on substance evaluation and urge their 
inclusion in the revision of REACH. 

Additional proposals (to points below): 

Integrate compliance check and substance 
evaluation to reduce delays in risk management. 

- Introduce legal framework for evaluation of 
substances by groups and allow testing strategies 
based on grouping considerations. This will speed 
up the evaluation process and prevent regrettable 
substitution. 

- Deadlines for risk management follow-up of SEv 
conclusions should be introduced. If substance 
evaluation conclusions confirm that the substance 
is of concern, the recommended follow-steps for 
hazard identification or risk management should 
start immediately and deliver within clear 
deadlines. 

ChemSEc  

CrueltyFree  

PISC  
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Link to TP 
examination 
(TPE)/CCH 

Through changes of 
the legal text allow 
for efficient 
application of both 
mechanisms, if 
appropriate 
concurrently.  

BE  

DE Why is the link limited to TPE?  

ECHA as well as the MSCAs could get the possibility 
to check registration dossiers for compliance and 
make corresponding follow-up requests to 
registrants. 

The possibility to merge DEv and SEv into one 
evaluation process should be investigated. This 
process could be performed by ECHA as well as by 
MS CAs (subject to co-ordination in (P)ACT, to 
avoid double-work , in line with the replacement 
of the CoRAP process (see below). 

In such a process, both the compliance with the 
standard information requirements (SIRs) and the 
need for additional information to clarify risk-
/hazard-based concerns could be evaluated in one 
go, leading to significant time savings. This is 
supported by the notion that there does not seem 
to be a convincing rationale for why MS CAs should 
only be allowed to ask for missing standard 
information if a risk-based concern exists. 

Merging DEv and SEv might also allow for 
transforming the static CoRAP with its very long 
lead times into a truly dynamic “rolling” action 
plan.  

 

DK We welcome the opportunity to allow for 
application of both dossier evaluation and 
substance evaluation simultaneously where 
appropriate. This will ensure a faster generation of 
data necessary for appropriate regulation. The 
interplay between the two processes has 
previously also been the focus of action e.g. 
through the COMBO approach. Therefore, at a first 
glance, we do not think that actual changes are 
needed in the legal text to accomplish this but we 
are curious to see what changes will be proposed. 
However, how this will be achieved is unclear at 
present.  

 

FR We need, by this revision, to build a very efficient 

REACH regulation but each role needs to be clearly 

defined and be coherent. Therefore, we would not 

support this proposal if the role of each party is not 

clearly defined in this procedure. We nevertheless 

would support a possibility to lower the frontier 

between SEv and DEv. In particular, the possibility 

to include CCH requirements in SEv decisions would 

enable a better synchronisation and 

complementary of requests. It may however raise 

issues on who the addressees of the decision are 

but such a possibility would deserve further 

exploration. 
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HU As regards substance evaluation, we also find it 

crucial to clarify its role and relationship with 

dossier evaluation, e.g. their chronological order 

and details of their implementation.  

 

 

IE  

NL NL agrees that efficiency could be gained by linking 
the TPE to CCH. We wonder whether indeed any 
legal changes are required, but we await further 
analysis on this aspect. 

 

 

NO  

PT  

SE We also support the possibility of the MSCAs to 
request standard information, when it is identified 
as an efficient option for a substance(group), e.g. 
in SEV decisions, together with the identified 
concern(s). These changes would add flexibility 
and improve the overall efficiency of the 
evaluation procedures. 

SK  

CEFIC •  

EuroM • This proposal is very much appreciated 
given it could encourage efficiency and avoid 
possibly conflictual decisions with overlapping 
processes  

• It should be extended for the same 
reasons of efficiency to the Dossier Evaluation 
(DE)  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL Integration of the compliance check and substance 
evaluation should be considered. The current 
procedure with substance evaluation awaiting the 
outcome of the compliance check leads to 
unacceptable delays in hazard identification. 
Flexibility is needed.  

- Both ECHA and MSCA should be allowed to 
perform the integrated compliance check and 
substance evaluation. 

In addition, we note that the current procedure 
whereby a substance evaluation is postponed until 
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the data requested under compliance check is 
generated leads to unacceptable delays. The 
substance evaluation of the substances prioritised 
in the Community Rolling Action Plan (CoRAP) 
keeps being postponed year after year, because of 
awaiting data generation under ongoing 
compliance checks. These delays hamper the CSS 
commitment towards fast and efficient hazard 
identification. Integrating the processes of 
compliance check and substance evaluation is 
necessary to reduce these delays in the future. 
Several options could be considered: 

- Full integration of the current provisions for 
compliance check and substance evaluation. 

ECHA and MSCA get the same mandate to perform 
the integrated compliance check/substance 
evaluation. 

- Integration of the data generation provisions 
under compliance check and substance evaluation, 
under the mandate of ECHA. Under this option, 
the safety assessment dimension remains under 
the mandate of MSC.  

ChemSEc  

CrueltyFree We support integration of dossier and substance 
evaluation in the sense that the former informs 
the latter. Ordinarily, as confirmed by the Board of 
Appeal, dossier evaluation should be allowed to 
conclude before substance evaluation commences. 
This is because information gathered and assessed 
during the course of dossier evaluation could allay 
concerns that would be explored by substance 
evaluation, either by providing more information 
on those concerns or resulting in a hazard 
classification whose risk management measures 
render the concerns irrelevant, thus respecting the 
last resort requirement. However, we can also 
anticipate occasional circumstances where 
conducting substance and dossier evaluation at 
the same time could be justified. We therefore 
propose a system whereby conclusion of dossier 
evaluation prior to substance evaluation 
commencing is the default, with the possibility of 
derogation if justified. 

PISC  
 

ECHA to be also 
able to perform 
SEv 

Extend ability to 
perform SEv from 
evaluating MS 
competent 
authorities also to 
ECHA. 

BE Regarding SEV, we can support ECHA performing 
substance evaluations in addition to the MS’s. 

DE ECHA as well as the MSCAs could get the possibility 
to check registration dossiers for compliance and 
make corresponding follow-up requests to 
registrants. 

The possibility to merge DEv and SEv into one 
evaluation process should be investigated. 

DK  
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FR Despite the fact that allowing ECHA to perform SEv 
may seem relevant especially as a follow-up to an 
analysis of risk needs (ARN) on a group of 
substances, and also possibly in the context of the 
future implementation of the concept of “one 
substance, one assessment”, we fear this 
possibility would question the role of the 
MSCA/Authorities versus the one of ECHA. We 
need, by this revision, to build a very efficient 
REACH regulation but each role needs to be clearly 
defined and be coherent. Therefore, we would not 
support this proposal if the role of each party is 
not clearly defined in this procedure. 

HU  

IE We are open to extending the scope to allow ECHA 
to perform SEv. However, some further 
consideration may be needed to identify in what 
scenarios ECHA would perform a SEV instead of a 
MSCA 

NL NL support the possibility of ECHA to perform SEvs 
and the MSCAs to perform CCHs (or request 
standard information) to increase the overall 
efficiency of the regulatory work by speeding up 
obtaining the information needed to make 
dossiers compliant and identifying the proper risk 
management options. 

NO ECHA to be also able to perform SEv:  

If ECHA want to perform substance evaluation, 
criteria should be established in which cases and 
for which substances this could be the case. 
Should ECHA only take over SEv for difficult cases 
or where appeals have been received? In the 
situation where ECHA performs SEv it has to be 
ensured that MSCA and MSC have the same right 
to be heard and the possibility for proposals for 
amendments.  

From our experience main delays in the SEv 
process are due to difficulties in obtaining 
information and testing requirements from 
registrants and the cumbersome SEv procedures 
itself.  

As mentioned before ECHA should have the legal 
possibility to revoke the registration number of the 
registration dossier if the national enforcement 
authority decisions are not followed. 

PT What was the concern that raised the need to allow 
ECHA to also perform SEv? Are there cases of 
substances parked with no action from the MS that 
need to be subject to SEv? 

Presently ECHA tasks include CCH, and preparation of 
SVHC and restriction dossiers by COM request. ECHA 
also supports MSCA preforming SEv at all stages of the 
process. We have doubts regarding this change of 
procedure, extending ECHA’s role to substance 
evaluator. 
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SE The current REACH text (Article 45(2)) could be 
interpreted such that ECHA may perform SEVs and 
request data outside the standard information 

requirements. Clarifying the possibility of ECHA to 
perform SEV may increase the efficiency of the 
regulatory work, in line with the above 
suggestions, by speeding up obtaining the 
information needed for compliant dossiers and 

identifying the proper regulatory risk management 
measures. 

SK We do not object ECHA to perform the substance 
evaluation by itself. This could be especially useful 
for groups of substances. The best use of ECHA´s 
resources should be carefully considered. 

CEFIC We call for a more coordinated approach on 
Substance Evaluation, with ECHA in the 
coordination lead, and welcome the proposal of 
ECHA being able to perform Substance Evaluation 
with ECHA in the lead. 

EuroM SEs have their role when non-standard information 
would be needed to clarify a risk-based concern 
especially when such concerns go beyond a single 
registrant’s duty (e.g., improving regional 
assessment for a substance to be monitored). 

While CoRAP is already streamlining the SE 
selection and prioritisation, we note a decreasing 
involvement of Member States in the SE process 
and that there is a wide difference in how different 
MSs consider and implement the SE for a specific 
concern. 

It would not be inappropriate if ECHA were to 
receive a mandate to conduct SEs, focusing 
preferably on most important and ‘precedent-
setting’ cases including clarification on how to 
define those cases. 

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL In particular we support extending the mandate to 
perform SEv from evaluating MSCA also to ECHA; 

ChemSEc  

CrueltyFree We support extension of the power to perform 
substance evaluation to ECHA, providing that a 
robust level of transparency and scrutiny remains 
in place. ECHA will need more resources to be able 
to perform this function. 

PISC Adequate resources must be allocated to ECHA if 
more tasks (such as additional substance 
evaluation tasks) are to fall within its competence. 
If both ECHA and member states are to share the 
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substance evaluation competence, sufficient 
measures must be put in place to ensure any 
requirements for additional testing are 
scientifically justified. Ensuring substance-tailored 
testing approaches are always used is time-
consuming, but applying test strategies that 
respond directly to regulatory need is likely to 
produce better protection of health and the 
environment and must be properly resourced.  

 

Extension of SEv 
requirements 
from risk-based 
concerns to 
hazard-based 
concerns 

Changes to Art.44, 
Art 46 to ensure the 
tool is used 
effectively for 
hazard data 
generation.  
 

BE We certainly support a shift from risk-based 
concerns to hazard-based concerns. 

 

DE We support the suggestion to extend SEv 
requirements from risk-based concerns to hazard-
based concerns as - based on missing or 
incomplete information on use and exposure in 
the registration dossiers - it may be difficult to 
demonstrate a risk with sufficient robust 
justification. 

However, to support a thorough assessment in 
potential subsequent processes, it should be 
investigated how risk-related information on use 
and exposure could be received from registrants 
and whether SEv could be a tool in some cases to 
gather corresponding information if needed.  

DK We are in favor of asking for hazard-based data 
under substance evaluation. We note that it is 
stated in REACH Article 44 that prioritization for 
substance evaluation shall be on a risk-based 
approach and that the criteria shall include hazard, 
tonnage and exposure. Therefore, we support that 
changes to Art. 44 and Art 46 are needed to 
ensure the tool is used effectively for hazard data 
generation.  

FR The current system is not suitable since it only 
allows SEv requests on the basis of the 
identification of a risk with the aim of proposing 
new risk management measures. France as eMSCA 
has experienced three BoA joint cases on 
aluminium salts and regrets that the General Court 
did not need to comment on fundamental 
questions. To the purpose of a proper risk 
management, the clarification of the hazards is the 
only starting point. Moreover it is well recognised 
that exposure data is often missing as well 
rendering the risk-based approach often 
theoretical. The extension of SEv requirements 
from risk-based concerns to hazard-based 
concerns is therefore fully supported. 

HU  

IE We support the proposal to consider including 
hazard based concern triggers for SEv 

NL We support to modify the definition of concern 
driving the SEv to include “hazard-based” next to 



48 

“risk-based” so that it can be used effectively for 
hazard data generation as well as the generation 
of any other information needed to address a risk 
concern. 

NO We support an extension of SEv requirements to 
be hazard-based. This would open for further 
evaluation of substances with concerns also at 
lower tonnage levels where standard information 
requirements are not sufficient to clarify the 
concern. 

PT  

SE We are in favour of the suggestions to … modify 
the SEV criteria from “risk-based” to “hazard-
based”. 

SK  

CEFIC  

EuroM Focus on risk helps prioritising what matters and in 
achieving the safe use of chemicals 

▪ As industry we noted that creative solutions were 
often applied to define the risk base, when listing a 
substance on CoRAP. 

▪ Hence, SEs should remain risk-based, as driven by 
hazard only, they may become too simplistic, not 
increase efficiency of the system, and will most 
probably create more interference with the 
Dossier Evaluations 

SME-U  

Fuels Europe  

JCIA Here it is proposed to expand the substance 
evaluation (SEV) requirements in order to proceed 
from a risk-based to a hazard-based approach. 
However, REACH states in its preamble (4) that 
”Pursuant to the implementation plan adopted on 
4 September 2002 at the Johannesburg World 
Summit on sustainable development, the 
European Union is aiming to achieve that, by 2020, 
chemicals are produced and used in ways that lead 
to the minimisation of significant adverse effects 
on human health and the environment.”, and the 
Johannesburg World Summit on WSSD 2020 
states, “To achieve, by 2020, ……, using 
transparent science-based risk assessment 
procedures and science-based risk management 
procedures”. It is thus recognised that risk 
assessment and risk management are fundamental 
principles of REACH. Following this principle, the 
preamble (66) states that “The Agency should also 
be empowered to require further information 
from manufacturers, importers or downstream 
users on substances suspected of posing a risk to 
human health or the environment, including by 
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reason of their presence on the internal market in 
high volumes, on the basis of evaluations 
performed. Based on the criteria for prioritising 
substances developed by the Agency in 
cooperation with the Member States a Community 
rolling action plan for substance evaluation should 
be established, relying on Member State 
competent authorities to evaluate substances 
included therein. If a risk equivalent to the level of 
concern arising from the use of substances subject 
to authorisation arises from the use of isolated 
intermediates on site, the competent authorities 
of the Member States should also be allowed to 
require further information, when justified”. 

REACH and its evaluation process as a component 
of REACH are based on risk-based evaluation and 
management, and any change to this would be 
undesirable as it would undermine the underlying 
principles. 

At the 43rd CARACAL (27 January 2022), the 
document " Discussion on potential options for 
amendments of the REACH Regulation in order to 
reform REACH authorisation and restriction 
processes", proposed that new information be 
collected from downstream companies, with one 
aim being to provide a more accurate risk 
assessment. 

The authorisation and restriction processes 
document and the proposal to move to a hazard-
based approach in this document seem to be 
inconsistent in terms of the risk-based/hazard-
based principles of chemicals management. 

Since this authorisation and restriction processes 
document even requires the provision of 
information such as application data, which is very 
important and sensitive for companies, we would 
like to see the reform of the assessment process to 
exclude the idea of moving to a hazard-based 
approach and to develop more risk-based 
assessments and risk management based on the 
results. 

EEB_HEAL In particular we support extending the mandate 
to…; extending SEv requirements from risk-based 
concerns to hazard-based concerns. Prioritisation 
for evaluation shall be primarily hazard based, and 
serving hazard identification, aligned with the CSS 
commitment for a generic approach to risk 
management. 

ChemSEc  

CrueltyFree We cannot support this measure – it undermines 
the purpose of substance evaluation, which is to 
elucidate the risks posed by a substance with a 
view to mitigating them with risk management 
measures. Using substance evaluation in the way 
proposed by this measure encroaches on the 
REACH Annexes, whose information requirements 
are designed to cover the required hazard data. 
Generating hazard data under substance 
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evaluation without the intention of addressing a 
risk would be to generate data for its own sake, 
which is disproportionate. According to the Board 
of Appeal in its decision on case A-006-2014, 
“…under substance evaluation, in order to request 
additional information consistent with the 
proportionality principle, the Agency must inter 
alia be able to demonstrate the necessity of the 
requested measure by setting out the ‘grounds for 
considering that a substance constitutes a risk to 
human health or the environment’. The Agency 
must also be able to demonstrate that the 
potential risk needs to be clarified, and that the 
requested measure has a realistic possibility of 
leading to improved risk management measures… 
this approach is consistent with the European 
Union Courts’ interpretation of the precautionary 
principle which states that ‘a preventive measure 
may be taken only if the risk, although the reality 
and extent thereof have not been ‘fully’ 
demonstrated by conclusive scientific evidence, 
appears nevertheless to be adequately backed up 
by the scientific data available at the time the 
measure was taken’ (see Case T-13/99…)”. 

PISC Under no circumstances should the grouping of 
substances be used to justify requiring animal tests 
for substances in the group for which data indicate 
no scientific need for further testing. As ECHA and 
the Commission have stated many times, the 
grouping of substances should be a tool to fill data 
gaps and decrease the need to test every 
substance. The suggested modifications to REACH 
Articles 44 and 46 could result in “tick-box” 
testing, where additional testing is not 
scientifically justified. This must be avoided, in line 
with Directive 2010/63/EU on the protection of 
animals used for scientific purposes, and to avoid 
wasting resources and time. 

 

Replace CORAP 
with lightweight 
and dynamic 
registry 

 
BE For transparency reasons, the CoRAP or a 

simplified system should remain although we are 
open to discuss further how changes can be made. 

 

DE We also support the idea to replace CoRAP with a 
dynamic registry. MSCAs could for example 
indicate the interest to perform an SEv similar to a 
Registry of Intention (RoI) entry and start the 
evaluation afterwards.  

MSC discussions on substances to be evaluated 
could be limited to questions as e.g. the 
interpretation of Article 47(1) in certain cases. 

DK Replacing CoRAP with a lightweight and dynamic 
registry should be explored further. There is rarely 
(if ever) opposing arguments to introducing a 
substance on CoRAP and therefore, we are open to 
streamlining this process. We are looking forward 
to seeing the Commission proposal on this.  
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FR We agree that the procedure of the CoRAP must 
be lightened, there is no need to have 
synchronised SEv for all substances/MSCA. This 
proposal will also reduce the MSCA burden which 
had heavy framing meetings with a yearly 
notification. 

HU  

IE It is not clear as to what this means and we would 
like further details on the proposal 

NL NL support replacing CoRAP with a lightweight and 
dynamic registry. Experience has taught that there 
is hardly any disagreement among MSCAs on the 
proposed CoRAP updates. This would allow for 
more flexible approach by giving MSCAs the 
possibility to include a substance on CoRAP as 
soon as they are ready to start a SEv instead of 
making use of cycle or batch approaches. Here the 
MSC could be informed about the intent to put a 
substance on CoRAP and be invited to agree in a 
less time-consuming written procedure. Only 
when a member state objects to inclusion of a 
specific substance, this would then be discussed at 
a next MSC meeting. It is still considered useful to 
draft a justification document to be reviewed by 
ECHA to ensure that no other route (dossier 
evaluation) could be followed 

NO We support that CoRAP can be revised more 
frequently based on the outcome of DEv. 
However, listing a substance on CoRAP signalise a 
potential concern. Hence, registrants have the 
possibility to update their registration dossiers 
with relevant information for clarifying the 
potential concern. 

PT More details on this proposal are needed in order 
to better understand the need to replace CORAP. 

SE We are in favour of the suggestions to change the 
CoRAP procedure to a lighter, registry of Intention 
(ROI) 

SK  

CEFIC  

EuroM  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL  

ChemSEc  
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CrueltyFree We have no comments on this measure. 

PISC  
 

SEv as 
assessment 

Extensive SEv 
exercise serves as 
data generation tool 
using mechanisms 
at EU level but has 
also safety 
assessment 
dimension that 
stays at MS level 
(SEv Conclusion 
document). Should 
this aspect be 
modified?  

BE We are open to discuss the role of the SEV 
conclusion document and the level of detail 
provided in it. 

DE It needs to be investigated how the SEv can be 
used to get the necessary information fast and 
with few resources.  

Furthermore, we suggest to discuss the option of 
no longer performing (or strictly limiting to the 
endpoints of concern) SEv reports as these reports 
are binding many resources and are legally not 
foreseen. As the SEv report is not foreseen even in 
the current evaluation title of REACH, no legal 
changes would be necessary. 

Further, it could be discussed whether SEv 
conclusion reports could be published under the 
sole responsibility of the eMSCA; therefore the 
necessity for a QC process as currently enacted by 
ECHA before publication should be subject to 
further discussion. Simplifying or disposing of this 
procedure could help in making SEv results 
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DK  

FR Regarding the conclusion document, France had 
previously requested to have the possibility for 
MSCAs to comment the Conclusion document 
done by others Member states. In practice very 
few MSCAs are using this possibility or comment. 
But, there is no other room than this informal 
discussion to give another conclusion than the one 
raised by the eMSCA. Most importantly, we 
welcome to keep flexibility for MSCAs on what 
should be covered in the Conclusion document, 
depending on what have been assessed or not 
during the SEv process. 

HU  

IE IE agrees that the role of the SEv report and the 
conclusion document could be further assessed 

NL The SEv reports and conclusion documents are still 
needed for reason of transparency and to inform 
about future follow up action needed. The current 
format of this document allows for high flexibility 
in terms of what information is included (mainly 
information directly relevant for the evaluated 
concern(s)). We do not see the need for a change, 
but we are open for discussion whether MSC 
should be consulted before finalizing the 
conclusion document to ensure there is no 
disagreement on the risk management policy to be 
followed afterwards.  
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NO Furthermore, the SEv conclusion document could 
be shortened down considerably. The aim of the 
document should be a brief conclusion of the 
outcome of the information and test requirements 
and the possible regulatory follow ups. More 
detailed regulatory option could be elaborated in 
RMOAs which are discussed at RIME+. 

PT  

SE  

SK  

CEFIC  

EuroM While here industry may solicit more clarity on the 
intentions behind this question, it supports in 
general -that certainly for important SEs that 
generate lots of data- that the full process should 
be handled at EU level and include the conclusion 
phase. This seems relevant from a perspective of 
EU importance, maximal transparency and 
promoting EU relevancy. 

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL  

ChemSEc  

CrueltyFree We have no comments on this measure. 

PISC An important learning from the SEv process is that 
ECHA must take an active role in ensuring that 
tests on animals should be avoided where 
possible, as required by Directive 2010/63/EU. It is 
important to note that regardless of where the 
dynamic lands for the safety assessment 
dimension, SEv decisions must not be treated as a 
general information gathering exercise. SEv must 
be linked to the need to clarify a concern identified 
for a specific substance and accordingly the 
principle of proportionality should be applied. 
Whilst the responsibility to ensure that tests on 
animals are conducted only as a last resort will 
primarily remain with the registrant, in the case of 
requests for additional testing to meet an 
information need, those requiring the test also 
assume this responsibility. 

 

Changes to 
evaluation 
decision making 
procedures and 

 
BE Regarding the changes proposed in the evaluation 

decision making procedures and conditions for 
registrants, we strongly encourage a change in the 
REACH text, making it clear what the cut-off dates 
are in the dossier and substance evaluation 
decision procedures (e.g. until which moment in 
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conditions for 
registrants 

time updates of registration dossiers need to be 
taken into account by ECHA/MSs/enforcement). 

DE  

DK  

FR  

HU  

IE  

NL  

NO  

PT  

SE  

SK  

CEFIC  

EuroM  

SME-U  

Fuels Europe  

JCIA  

EEB_HEAL We support a faster decision-making process. The 
current time frame of 12 months for issuing draft 
evaluation decisions should be shortened and a 
final decision for data generation should be 
adopted within one year from the start of the 
evaluation. The comments provided by registrants 
should be limited to a maximum text size. We note 
the efficiency gains over the last years in decision 
making avoiding repetitive discussions, and value 
the MSC involvement in the process. We do see a 
need to improve the transparency for stakeholder 
observers in the current process. 

ChemSEc  

CrueltyFree  

PISC  
 

Specify 
conditions and 
consequences 
of cease 
manufacture 

Clarify legal text (Art 
50(3)), making clear 
what are 
consequences to 
the decision-making 
process as well as to 
the obligation of the 
registrant declaring 
cease manufacture 
at specific points in 

BE  

DE We agree with the suggestion to change the legal 
text in order to specify the conditions and 
obligations of registrants after the cease of 
manufacture during and after the decision making 
process. This should not be limited to CCH 
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time during CCH 
procedure.  
 
In particular 
relevant to clarify 
following BoA-9-
2020.  
 

decisions as the lack of clarity is the same for both 
processes.  

DK In the case BoA-9-2020, an appeal against the 
agency was dismissed and the Board of Appeal 
(BoA) concluded, that a registrant continues to be 
bound to provide the information requested in the 
initial compliance check decision regardless of the 
fact that it ceased manufacturing the substance 
after the receipt of that decision. Such a cessation 
of manufacture only prevents the registrant from 
being subject to a new request concerning other 
information that was not requested in the initial 
compliance check decision. We believe that the 
rulings of this case is reasonably clear. However, 
we support specifying the conditions and 
consequences of ceasing manufacture at different 
time points during evaluation procedures.  

FR  

HU  

IE IE fully supports this proposal and looks forward to 
its implementation 

NL NL supports the proposal to clarify the 
interpretation of Art 50(3), to make clear what are 
consequences to the decision-making process as 
well as to the obligation of the registrant declaring 
cease of manufacture at specific points in time 
during CCH procedure. 

NO We support that the legal text could be clarified in 
regard to board of appeal decisions referred to in 
the document. 

PT  

SE  

SK With regard to the Board of Appeal cases BoA-6-
2020, BoA-7-2020 and BoA-9-2020, we see the 
need to clarify the consequences of cease 
manufacture during different stages of the 
compliance check process. 

CEFIC  

EuroM This suggestion responds to the recent BoA case (-
9_2020), hence is most relevant to be 
implemented 

▪ However, industry is of the opinion that the 
conditions and consequences are already 
applicable and clear, wondering why they need to 
be further clarified. There is certainly no need to 
wait for the REACH reform to implement the court 
rulings.o 

SME-U  
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Fuels Europe  

JCIA  

EEB_HEAL  

ChemSEc  

CrueltyFree Unless there are grounds for thinking that a 
registrant is abusing the system (in which case 
ECHA can refuse to take a dossier change, 
including cease manufacture, into account), no 
information should have to be generated after 
cessation, whenever it takes place, because in the 
real world it does not have any utility (until and 
unless the registrant wishes to restart 
manufacture, in which case the data must be 
provided). This approach upholds the requirement 
to test on animals only as a last resort. 

PISC  
 

Limit specific 
CCH process to 
assessment of 
the dossier and 
associated ECHA 
draft 
assessments 

In particular 
relevant to clarify 
following BoA-6-
2020.  
 
Registrant is 
accountable for the 
compliant data 
submitted and kept 
updated in the 
dossier in exchange 
for having market 
access (‘licence’)  
 
Potential 
consequences 
during CCH 
decision-making 
process: 
1)  The 
registrant cannot 
modify the scope of 
the information 
requirements (e.g. 
through declared 
tonnage, 
intermediate use) 
2)  The 
registrant can only 
comment on the 
assessment of ECHA 
of the information 
in the dossier at the 
time (e.g. no new 
adaptation can be 
proposed) 
 
Whilst the concept 
of right to be heard 
and need to assess 
all relevant 
information are 
maintained.  
 

BE  

DE We support the idea to limit registrants´ 
possibilities to modify the scope of the information 
requirements by, e.g. by changing the tonnage 
during evaluation processes. 

DK The consequences of a tonnage downgrade at 
specific points in time during the evaluation stage 
should also be clarified in the legal text. A recent 
BoA decision (joined cases a-006-2020 and a-007-
2020) annulled a decision requesting further tests 
as ECHA failed to take into account a tonnage 
downgrade which was filed after the draft decision 
was issued. This case clearly demonstrates that 
there is a need for clarification of the 
consequences of tonnage downgrades during 
decision making to prevent registrants from using 
tonnage downgrade as a means to escape their 
responsibilities. The registrant should not be 
allowed to modify the scope of the information 
requirement or to propose new adaptations during 
the decision-making process and a legal cut-off 
point should therefore be introduced in the legal 
text to avoid that tonnage downgrades are used by 
registrants to circumvent their obligations. The 
registrant is notified of the opening of the 
compliance check on a registered substance well 
before a potential draft decision is submitted and 
the registrant has therefore already had adequate 
time for the submission of further information 
including tonnage. 

FR  

HU  

IE IE supports these proposals 
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NL As mentioned above NL recognises the importance 
for registrants to keep their dossiers updated and 
that it should have consequences if this is not the 
case. In that respect we agree with the proposal 
that during CCH decision-making process 
registrants cannot modify the scope of the 
information requirements and can only comment 
on the assessment of ECHA of the information in 
the dossier at the time.  

NO We support that the legal text could be clarified in 
regard to board of appeal decisions referred to in 
the document. 

PT  

SE  

SK  …we do not agree to not allow the registrant e.g. 
to lower tonnage during compliance check 
decision-making process or to limit registrant´s 
possibility to comment only on the assessment of 
ECHA of the information in the dossier at the time 
(e.g. no new adaptation can be proposed). In our 
view, this is not possible, at least due to legal 
aspects – the registrant´s right to be heard. 

CEFIC  

EuroM This suggestion responds to the recent BoA case(-
6-2020), hence is relevant to be implemented 

▪ However, industry expects that the immediate 
consequences of this case can be clarified and 
implemented as soon as possible, before the 
REACH reform 

▪ The concept of ‘right to be heard’ and need to 
assess all relevant information are basic legal 
rights that need to be maintained. 

SME-U  

Fuels Europe Limit specific CCH process to assessment of the 
dossier and associated ECHA draft assessments. 
Registrants are maintaining and updating 
registration dossiers to ensure that the most up-
to-date information is included and that they 
reflect state-of-the-art scientific insights. As there 
are several steps in the dossier evaluation process 
without definite time limit, the process must be 
flexible. It should allow taking into account 
relevant new information, which might not have 
been submitted yet at the time the dossier 
evaluation started. This is necessary to avoid 
evaluations being carried out on the basis of 
outdated information 

JCIA  

EEB_HEAL  
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ChemSEc  

CrueltyFree We understand the need for clarity and efficiency 
and certainly agree that the registrant is 
responsible for keeping its registration dossier up 
to date, but we cannot support the “potential 
consequences” listed in this measure. Regarding 
consequence 1, the Board of Appeal decided in 
Case A-006/7-2020 that ECHA must have 
mechanisms in place to take into account 
substantial new information, including tonnage 
changes, coming to light after the draft compliance 
check decision is issued. Failure to do so could lead 
to unnecessary vertebrate animal tests, which 
would violate the last resort requirement. It is 
essential that robust mechanisms are in place to 
allow information that could modify the scope of 
the information requirements to come to light and 
be assessed by ECHA, even after the draft decision 
is issued. As identified by the Board of Appeal, 
ECHA has a duty to examine cases individually and 
can refuse to take into account a dossier change 
that amounts to an abuse of procedure. 
Consequence 2 is in direct conflict with the 
General Court’s ruling in Case C-471/18 P that 
animal tests must only ever be carried out as a last 
resort, even after ECHA has made a decision 
requiring animal tests. Though the General Court 
case concerned adaptations following a final 
compliance check decision, this also applies during 
the compliance check procedure (i.e. following a 
draft compliance check decision), where ECHA’s 
obligation to take into account substantial new 
information includes changes to an adaptation. 
Registrants must be allowed to update adaptations 
that are initially  

rejected by ECHA; the draft compliance check 
decision may be the first indication that ECHA will 
not accept the adaptation so there has to be an 
opportunity following receipt of the draft decision 
to improve it. This could either be by repurposing 
the commenting period for registrants following a 
draft decision (as per Article 50(1) of REACH) by 
extending it from 30 days to 90 days and giving it 
to the registrant as an opportunity to improve 
adaptations based on ECHA’s comments, or by 
clarifying that registrants attempting reasonable 
adaptations following a final compliance check 
decision do not risk non-compliance.  

Giving registrants a reasonable amount of time 
following a draft compliance check decision to 
improve adaptations or provide substantial new 
information like a change in production volume 
will maintain the concept of the right to be heard 
and need to assess all relevant information while 
providing clarity and efficiency for registrants and 
ECHA. It also avoids conflict with the ruling in 
General Court Case C-471/18 P and the animal 
testing as a last resort requirement.  
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PISC The application of the proposed modifications 
limiting the registrant’s ability to modify the 
registration information during the compliance 
check process must be within the scope of the 
superseding legal obligation to limit animal testing 
whenever possible. 

The imperative to keep animal testing to an 
absolute minimum is clearly elaborated in 
Directive 2010/63/EU, and it should be noted that 
administrative burden is not a legally valid reason 
for failure to apply opportunities to reduce animal 
use. We are sure that the Commission remains 
fully aware of the considerable volume of case law 
of the European Courts which confirms the status 
of animal welfare as an important EU value, 
reflecting for example recital (2) of Directive 
2010/63/EU (the animal experiments directive): 
“Animal welfare is a value of the Union that is 
enshrined in Article 13 of the Treaty on the 
Functioning of the European Union.” Arguments 
relating to the administrative burden of the agency 
or strict and discretionary procedural rules have 
been rejected, as these cannot justify requesting 
an animal test which would otherwise be 
scientifically unsound. Even if modifying its legal 
provisions following an unfavorable judgment on 
their application is in the Commission’s right, these 
must still fall within the scope of what is permitted 
and compatible with the legislation. 

 

Removing & 
modifying 
procedural 
steps, provisions 
(e.g. Art 51 
deadlines) 
involving 
registrants with 
commenting, 
authorities & 
ECHA, role of 
MSC 

These are resource 
efficiency/timing 
improvement 
considerations. 
Addressing Art 51 
deadlines should 
allow for more 
efficient/smooth 
workflow 
submitting and 
assessing draft 
decisions. Under 
consideration are 
also questions: 
- can CCH/TPE 
decisions be taken 
by ECHA alone? 
- should required 
unanimous vote in 
MSC be replaced by 
qualified majority? 
 

BE Regarding involvement of MSC in dossier 
evaluation decisions, we believe that already now 
the MSC is only involved in very specific cases. 
Most decisions don’t require involvement of the 
MSC. Therefore, we propose to continue the MSC 
involvement in the decision making. We propose 
to keep the need for ‘unanimous agreement’ in 
the MSC voting as these unanimous decisions 
could be perceived as strong decisions (more 
difficult to appeal). Moreover, it requires members 
to work towards consensus and have in depth 
discussions.  

DE We support to discuss the suggestion to consider 
changes in Article 51 in order to allow more 
efficient decision finding processes, e.g. decision 
making by ECHA alone (also for SEV-decisions 
based on eMSCA´s suggestions and in close 
coordination with the eMSCA) or qualified 
majorities in the MSC. 

In some cases where MSC did not agree 
unanimously the decision finding in the REACH 
committee was considerably delayed.  

The following idea should be discussed in the IA: If 
decisions would be taken alone by ECHA, the role 
of MSC could be changed:  e.g. clear criteria for 
decision making could be developed and defined 
by MSC. In that case, MSC should only be 
consulted on new questions (e.g. testing 
strategies) or if, in SEV decision making, eMSCA 
and ECHA cannot agree on a decision. (see 
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proposal “ECHA to be also able to perform SEv”). 
Decisions and follow-up should be presented 
transparently and MSCAs would have to be fully 
informed. 

DK We welcome the initiative to discuss the 
procedural steps of the evaluation decision-making 
process. Our preliminary view is that ECHA should 
not take decision on CCH or TPE without consulting 
the MSs. Having a consultation helps improving 
the decisions and in some cases, other requests 
are made in the final decision as compared to the 
draft. Having this consultation is therefore crucial 
in order to request the most appropriate set of 
data. In our view, the unanimous agreement in 
MSC should not be replaced by qualified majority. 
Striving to reach unanimous agreements improves 
the decisions and we fear that some minority 
opinions could be left undebated if the unanimous 
agreement is replaced with qualified majority. 
Furthermore, we would like to maintain our right 
to vote against a decision and thereby trigger 
further discussions in the REACH Committee 
regardless of the opinion of the other members of 
the MSC. In the vast majority of cases, there is 
already unanimous agreement in the MSC and 
therefore, the improvements in the decision-
making process based on this proposal would most 
likely be limited.  

FR The need to simplify the SEv procedure is 
supported and discussion should continue based 
on more specific proposals. For instance, the need 
to involve MSC when registrants are willing to 
perform the tests should be discussed. With regard 
to DEv, there is a need to keep a space for MSCAs 
to share their opinion regarding ECHA proposals or 
decisions and have the possibility to discuss during 
the CCH and TPE decision-making phase. 

Regarding the role of the MSC, its role should be 
redefined. Most of the discussions occurring 
during meetings are scientific ones but taking into 
account regulatory constraints. However most of 
the MSC members are experts with scientific and 
technical background and political discussions 
actually occur at the REACH Committee level. 
Revision of REACH may be an opportunity to clarify 
the scientific role of the MSC. This may be done in 
parallel to a redefinition of the RAC role, in relation 
to the coming increasing work with classifications 
as there will be new classes introduced in the CLP. 

This raises questions on the functioning rules of 
the MSC to facilitate decision-making. Rules of 
procedures similar to the RAC and SEAC should be 
a possible way forward. In particular, we are not in 
favour of a qualified majority system for voting. 
The current system of consensus should be kept or 
a regular majority system may apply. In addition, 
the question is raised whether the members 
should rather be nominated as intuitae personae. 
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HU  

IE We support proposals to ensure the decision 
making process is as streamlined as possible. 
However, we have some reservations about 
removing the role of MSCAs/MSC and allowing 
DEV decisions to be taken by ECHA alone. 
Experience so far has shown that proposals for 
amendment by MSCAs and subsequent discussions 
at MSC have positively influenced the process by 
refining testing strategies and ensuring new or 
updated methods are considered. 

We have some reservations about switching to 
qualified majority. MSC has benefited by the 
current system of working towards consensus in 
their decision making, since it has allowed MSC to 
agree general principles which can then be applied 
to specific cases.  

We also note that up to now there have been very 
few evaluation cases for which consensus was not 
achieved and so we query the motivation behind 
this proposal.  

NL NL is open for any improvement to make the MSC 
procedures more efficient, but has reservations to 
the proposal that TCC and TPE decisions are taken 
by ECHA alone. We recognise that several data 
requirements and testing strategies have been 
discussed at length and will no longer necessitate 
an amendment to the draft decision. Nevertheless, 
there are still remaining issues and new 
methodologies and data requirements to be 
expected (as proposed by the commission) for 
which involvement and utilization of expertise and 
experience from the MSCAs/MSC is valuable and 
important to ensure that the data requested as a 
result of the TCC and TPE are widely supported. It 
should also be noted that the period for MSC to 
review the draft decisions has also been used by 
ECHA to ask members of MSC to submit proposal 
for amendment for issues that were not foreseen 
during the TCC.  

We question the necessity to change the MSC 
voting procedure from “unanimous agreement” to 
“qualified majority”. Over the last couple of years, 
there were only view cases for which no 
unanimous agreement was reached and for those 
exceptional cases it was evident that there were 
diverging views on interpretation of the data 
requirement for which it was considered necessary 
to have this further discussed by the REACH 
committee. The current voting procedure does not 
only give a powerful signal that a decision is fully 
supported by MSCAs, it also creates an 
environment for having an open dialogue on less 
straight forward cases brought in by countries, 
independent on their size, and to reach consensus 
on it. It is our experience and expectation that if a 
proposal is supported by only a minority of the 
countries, these countries will abstain from voting.  
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NO We are concerned with the proposal to remove 
MSC involvement in the DEv process and do not 
support this. Discussions in MSC is important in the 
DEv process and facilitate in keeping the test 
requirements up to date on the latest test 
guideline developments and further improving test 
strategies. Removing the MSC involvement in the 
CCH/TPE process could in our view reduce the 
quality of the ECHA decisions.  

Agreement seeking in MSC: We support that MSC 
agreement seeking should continue to be based on 
unanimous votes. MSC is usually in unanimous 
agreement for most cases, however, in specific 
cases discussions on how to reach agreement is 
important for further development and 
improvement of test strategies and test 
requirement. In our opinion the need to reach 
unanimous agreement in these specific cases is 
pushing towards finding acceptable solutions. 
Changing to majority agreement will give different 
weight to the votes of different countries which 
does not make sense since the decisions should be 
scientifically based. Unanimous votes also give the 
signal that the decision is supported by all MSC 
members which may give a stronger case if it is 
appealed to the Board of Appeal. 

PT We consider that the process of CCH/TPE decisions 
should continue to be taken after MS consultation and 
MSC process when needed. The present procedure 
has the advantage of decisions improvement and has 
allowed an open and transparent discussion with MSC 
members and also with stakeholders. The MSC 
involvement has decreased progressively, with fewer 
cases which indicate that the process is more efficient 
and there is no need to remove MS consultation/MSC 
discussion. 

The replacement of unanimous vote in MSC by 
qualified majority doesn’t seem adequate. The 
scientific grounds are deepened in MSC discussions in 
order to achieve unanimous agreement. With 
qualified majority, a minor opinion would not be 
considered as would not be needed for voting.  

 

 

SE The decision-making phase in the REACH 
evaluation processes has been a joint effort of 
ECHA, the MSCAs and the Member State 
Committee (MSC). It has been a transparent 
process with possibility for the industry, animal 
welfare organisations and environmental and 
human health protection organisations to provide 
input. 

In our view, the MSCAs and MSC involvement has 
been beneficial for development of both the 
scientific and the regulatory aspects of evaluation 
decisions. A continued involvement and utilization 
of expertise and experience from the MSCAs/MSC 
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is valuable for the DEV and SEV decision making 
processes. Particularly, as new methodologies and 
data requirements are being developed and 
implemented. Therefore, we are hesitant to 
support the proposal that CCH and TPE decisions 
to be taken by ECHA alone. In this context, it 
should be noted that currently involvement of the 
MSC in decision making is triggered only in case of 
diverging views. 

At the MSC, the member state representatives 
create a centre of expertise and experience with 
continuous membership. The MSC provides a 
forum to enhance collaborations between the 
MSCAs. The MSC has also been involved in 
organising various ad-hoc activities, also involving 
other EU expertise, such as RAC and EFSA, to work 
towards consensus in chemicals regulation. 

Implemented changes in the working praxis of the 
MSC, particularly since 2019, have resulted in a 
substantial increase in efficiency but, in line with 
the other ongoing actions under the REACH 
revision, the efficiency of the MSC procedures can 
be further improved. 

Concerning the proposal to change the MSC voting 
procedure from “unanimous agreement” to 
“qualified majority” analysis of pros and cons is 
needed. Although it would be easier to reach a 
majority agreement, inefficiencies could be 
encountered at a later stage. Decisions that are 
not supported by all MSCAs/MSC members could 
be perceived as “weaker” and there could be a 
higher risk of appeals (and annulled decision). As 
for such decisions, it is evident that there are 
diverging views on interpretation of the data 
requirement. 

SK In order to increase the efficiency of dossier 
evaluation process, the Commission proposes that 
compliance check/testing proposal evaluation 
decisions be taken by ECHA itself. We see the 
benefit of involving MSC in such a decision-making 
process. As ECHA is responsible for compliance 
check and testing proposal decisions, we could 
support this option. The competent authorities of 
the Member States can express their view via 
comments on decisions. Regarding the voting 
strategy in MSC, we prefer to continue with the 
system of unanimous agreement. As mainly 
scientific issues are discussed during decision-
making, the votes of all Member States should be 
equally treated and not by qualified majority. 

 

CEFIC   

EuroM The suggestions are somewhat relevant in respect 
to simplification of decision procedures on 
standard CCHs that have been discussed in 
previous MSCs. In such cases, ECHA could 
demonstrate alignment with previous standard 
cases promoting a fast-track approach. 
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However, MSC develops decisions which are very 
different from classical opinions like SEAC or RAC 
opinions in their regulatory follow-up. They 
therefore require good balancing of views in 
complete transparency. Giving up on unanimity, 
may therefore result in more cases being 
challenged by industry (at BoA level). 

▪ To streamline adoptions of decisions and 
increase their efficiency and transparency it is 
suggested that: 

• Check if a CCH can be turned into a standard 
assessment (e.g., in the MoD). If so, then ECHA can 
use a fast-track whereby a written approval by 
MSCAs is followed, to avoid unnecessary delays 

• New and precedent-setting: CCHs should always 
be discussed in MSC in plenary with full access of 
Regular Stakeholders. The same applies to 
Substance Evaluations given they are by definition 
on non-standard requirements. 

▪ Industry acknowledges that the proposals made 
by Commission may result in an increased future 
work package for ECHA. While many of the 
suggestions may increase the efficiency of the 
Evaluation process, it will be key to ensure 
transparency and include a check of the relevance 
of ECHA’s tasks vs. the overall Evaluation 
objectives. 

SME-U   

Fuels Europe Removing & modifying procedural steps. The 
contributions of all Member States and their 
respective scientific experts in decisions on 
Compliance Checks (CCH) and Testing Proposal 
Evaluations (TPE) are extremely important. 

 

JCIA  

EEB_HEAL  

ChemSEc  

CrueltyFree We understand the Commission’s desire for 
greater efficiency, but this cannot be at the cost of 
transparency and proper opportunities for 
scrutiny. The current system that requires MSCA 
scrutiny of dossier evaluation decisions, though 
not perfect, is fair and ensures that the views of 
Member States are properly represented. As per 
our comments on other measures, we propose 
revising Article 50 of REACH to increase the 
amount of time available to registrants to 
comment following receipt of a draft decision and 
repurpose this time period as an opportunity to 
improve adaptations. This will increase efficiency 
by potentially avoiding the need for ECHA to check 
information submitted as a follow-up to dossier 
evaluation at a later date, thus improving the 
speed of regulatory decision-making and ensuring 
the risk from dangerous substances can be 
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managed sooner. Additionally, it would prevent 
registrants needing to appeal decisions in many 
cases. We would support a change to the voting 
process so that decisions can be passed on a 
qualified majority. This way dissenting Member 
States can voice their concerns and have them 
noted rather than abstaining from voting. 

PISC  
 

Testing by 
authorities 

New tool that 
should work in 
conjunction with 
other EU chemicals 
legislation 
(commitment under 
CSS), enabling 
authorities to do (or 
better: order using 
Contract Research 
Organization) tests 
under specific 
circumstances. The 
tool shares data 
generation 
dimension with DEv 
and SEv but may not 
necessarily even be 
part of Evaluation. 
Different options to 
be assessed under 
IA: 
- Link to 

DEv/SEv 

processes 

andto REACH 

reversal of 

burden of 

proof 

- Who decides, 

orders and 

accepts 

results, data 

hosting, 

funding 

BE Regarding the proposed testing by authorities, we 
are willing to discuss the possibility for 
independent testing (potential for creation of a 
fonds, …) and the procedures put in place for such 
testing requests. 

DE It has to be ensured that this suggestion does not 
shift the (financial) responsibility and burden from 
the registrants to the authorities.  

If this possibility would be implemented, clear 
criteria would be necessary in which situations 
testing by authorities is justified. In any case, 
testing and evaluation need to be institutionally 
separated. 

Another aspect which could become more relevant 
in the future, however, could be that EU Agencies 
or MSCAs provide New Approach Methodology 
(NAM)-related services to ensure that these 
complex approaches are carried out in a 
streamlined and meaningful way rather than 
leaving their execution to inexperienced 
registrants or consultants. Again, however, the 
question of funding for such activities would have 
to be clarified.  

The upcoming PARC initiative appears as the 
suitable forum for further discussion of these 
matters. 

DK It is suggested that authorities should be enabled 
to perform tests under specific circumstances. 
These specific circumstances should be clearly 
defined. We believe, as a principle, that the 
registrants should be responsible for testing their 
own substances before putting them on the 
market. If the registrants do not comply with a 
legal decision requesting further tests and 
therefore fails to provide information according to 
their obligations, it should not be the responsibility 
of the MSs to generate this information. Instead, 
the registration number should be revoked as also 
discussed above. The burden of proof must stay 
with industry. It is one of the fundamental 
elements of REACH. 

FR Providing that the Commission, ECHA and the 
Member States may, in certain situations, for 
example to resolve scientific controversies, 
commission independent tests themselves is fully 
supported. However, this should not replace the 
obligations of registrants and weaken the principle 
of reversal of the burden of proof. This possibility 
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may be useful to provide more specific 
mechanistic information or allow smart group 
approaches. We are very much in favour of this 
possibility which is in line with a PARC -like 
approach. Therefore the question of the funding of 
the testing can be raised if at the end the 
possibility to perform tests is given to the 
authorities. 

Besides, it is proposed to even consider a step 
further. In line with REACH principles, CCH, TPE 
and SEv request industry to pay for a study. 
However, the studies are performed with the aim 
to protect public health and the environment and 
it would send a strong message in that direction 
that the contract research organisations (CROs) 
then directly deal with authorities. We believe that 
a more direct interaction with CROs would be 
beneficial to ensure that performed studies are 
adequate. The technics used, the proper study 
design, additional parameters etc. could be 
discussed between the eMSCA, the registrant and 
the CRO, the latter would be responsible for 
providing the information to authorities and not 
only to the registrant. This way, ECHA or 
authorities would ensure that the study is 
adequately performed, would be informed of the 
delays and their justification and would have direct 
access to the study report or for any additional 
request to be able to evaluate the data provided. 

HU  

IE We look forward to further details on this aspect. 
We agree that link to SEV and DEV needs to be 
considered. 

NL The possibility to commission testing and 
monitoring of substances as part of the regulatory 
framework has both pros and cons. It will have the 
advantage that the EU and national authorities will 
have more control on the planning and adequate 
performance of the tests to address the concern 
identified and to make the test results publicly 
available. The disadvantage might be that 
registrant(s) will object to the conditions at which 
the tests will be performed and consequently 
appeal a decision based on the results. It might 
also be difficult to recover the costs from the 
registrant(s). When tests will be performed with 
animals, it is the duty of authorities and not of the 
registrant to clarify that the information could not 
be generated by means other than animal testing. 
These pros and cons should be further analyzed in 
the impact assessment. 

NO We have concerns for the proposal that testing 
should be performed by authority and do not 
support this. Burden of proof lies on the industry, 
and this is an important principal in REACH. We do 
not support to further investigate a reversal of 
burden of proof. 
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PT Regarding the disposition on “Testing by authorities”, 
further discussion on this is needed. We see the 
relevance of testing and monitoring by authorities 
related with DEv/SEv processes. In REACH further 
consideration of monitoring requests is needed. 
However, the implementation is rather complex, 
namely the funding of the test or for which cases this 
would be triggered.  

A way forward for funding would be to centralise in 
ECHA the funds that would then be transferred to the 
relevant authority, and also to use relevant European 
financial programs. 

SE  

SK  

CEFIC We lack an explanation as to why commissioning 
testing by authorities would bring added value in 
the current system. What are the deficiencies this 
action is trying to address? Are there alternative 
mechanisms to improve? We fail to see how this 
proposal would streamline or accelerate the 
process as authorities will face the same hurdles as 
companies: timelines for approval (animal studies), 
adequate justification for animal testing, lab 
capacity, writing and sending RFPs, working with 
other MSCAs, assessing GLP of the labs, obtaining 
test material, getting approval by the MSC, etc. 

One of the main issues would be 
representativeness of the sample selected for 
testing (impurity levels vary from one registrant to 
another; UVCB composition of naturally occurring 
substances also frequently varies). In addition, the 
study design often requires a good understanding 
of the substance properties. 

In any case, academic institutes, regulatory 
agencies or research groups can run their own 
(eco)toxicity testing already today. 

If the issue is the lack of trust/transparency in the 
study design or the lab selection or the quality of 
the studies, then we call for exploring alternative 
mechanisms, e.g. a neutral body with a review 
board or a cooperation/dialogue platform to agree 
with authorities on study design and sample 
selection. We are aware of one successful example 
between the US EPA, industry and the Health 
Effects Institute. 

Finally, since the responsibility to generate data 
under REACH is with registrants (linked to access 
to market) and since payment for the tests would 
give registrants some rights, we recommend a 
legal assessment be run before such decision is 
made. This should include an assessment of who 
would own/have access to the data. 

EuroM We noted that the CARACAL document 08-2022 
does not include further explanation on how 
Commission would like to progress with the 
concept of Testing by Authorities. 
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o Industry believes that this new concept would 
require careful consideration. 

o Industry will provide further input on this 
concept at a later stage but is in first instance not 
supportive for such an idea given the complexity of 
testing program and massive human resources this 
requires which are presently not available at ECHA 
/ Member States level. Moreover, from a principle 
perspective, the concept is contrary to the REACH 
philosophy that industry is responsible for the data 
gathering. 

SME-U  

Fuels Europe Clarification is needed on what is meant by “under 
specific circumstances”. UVCB substances often 
require adaptations to standard testing 
requirements. Each petroleum substance needs 
specific testing regimes and Contact Research 
Organisations generally need to rely on the 
knowledge of the registrants to properly perform 
the testing with the support of regulatory 
tox/ecotox experts. Equally, expert knowledge is 
needed for the interpretation and acceptance of 
the test results. It is recommended that the 
authorities consult with the registrants and other 
experts on the test substance before embarking on 
testing programs to ensure the best possible 
outcome. 

JCIA  

EEB_HEAL We support the consideration of introducing a new 
tool, but we would like guarantees that its use will 
not rely on financing by public budgets. Should 
public authorities request further testing, the costs 
should be borne by the industry, in line with the 
polluter pays principle and the tests should be 
commissioned and carried out independently. 

ChemSEc We are concerned about the idea that authorities 
will do some tests themselves- it’s important 
industry bears its own cost for testing 

CrueltyFree We request urgent clarification from the 
Commission on the circumstances under which it 
foresees this tool being used. It could be 
something we support if it is used only as a means 
to more rapidly achieve harmonised classification 
and risk management measures for controversial 
substances, thus preventing endless generation of 
new data. As is the case with a similar tool in 
Regulation (EC) No 178/2002, it must be used only 
in exceptional circumstances and in an open and 
transparent fashion (Article 32). We would, 
however, prefer that the possibility to initiate 
harmonised classification based on existing data is 
strengthened and extended to ECHA or the 
Commission to avoid the need for authorities to 
commission tests altogether. If not linked to the 
DEv/SEv process it should nonetheless have the 
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same processes of MSC discussion, timescales for 
registrant commenting (extended as suggested 
above) and transparency. This is for the same 
reasons as to why these processes exist for 
DEv/SEv. Proper checks and balances must be in 
place to ensure any testing commissioned is 
necessary to clarify a risk and lead to improved risk 
management measures; otherwise, such testing, 
where it uses animals, would be unlawful 
according to Article 38 of Directive 2010/63/EU. 
Any test or testing strategy commissioned using 
this tool should prioritise non-animal methods. 
Controversial substances have most likely already 
undergone countless animal tests whose 
conflicting results only lead to more controversy; 
for example, animal tests with resorcinol fail to 
show a clear and consistent effect on the thyroid 
gland1 despite human and in vitro evidence that 
the substance causes hypothyroidism.2 A testing 
strategy using innovative non-animal methods, 
particularly if supported by revisions to allow this 
in CLP, has a better chance of resolving the issue in 
a case like this, compared to yet more animal 
tests.  

PISC The tests commissioned by authorities must be 
subject to sufficient procedural guarantees to 
ensure animal testing is only requested when 
there is no alternative and when deemed 
scientifically justified. As is the case for requested 
testing under the compliance check process, 
justifications for testing commissioned by 
authorities must be subject to both public scrutiny 
and their decision, to an appeal process. The 
Contract Research Organisations conducting the 
tests must be subject to strict scrutiny and 
transparency throughout the process: both in 
terms of how they are chosen and awarded 
contracts and in terms of animal welfare 
standards. 

 

Coupling fees to 
actions causing 
ECHA workload 
(e.g. dossier 
updates, 
comments on 
draft evaluation 
decisions, new 
adaptations, 
etc.) 

Under 
consideration/devel
opment within 
ECHA funding 
regulation 
discussions 

BE Regarding the proposal to couple fees with actions 
causing ECHA workload, we question whether this 
would not disadvantage small companies, …. More 
details on this proposal would be needed. 

DE It should be kept in mind that in the past there 
were cases where registrants´ comments on draft 
decisions improved decisions and in some cases 
reduced the number of test animals requested in 
the decisions. Fees could stop registrants from 
submitting relevant comments. 

It has to be clarified whether it is legally possible to 
charge registrants for executing their right to be 
heard during decision making? 

DK  

FR This proposal is supported. 

HU  
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IE  

NL  

NO We support to explore whether fees should be 
coupled to the evaluation process. This could e.g. 
give support to ECHA in their work on assessing 
groups in CCH.  

PT  

SE  

SK  

CEFIC  

EuroM In general dossier updates should be promoted 
given that in principle they increase the 
completeness (or compliance) of the registration 
dossier. Moreover, new scientific information, new 
endpoints and other reasons may trigger updates. 

o Comments on draft decisions under the 
evaluation process allow for a transparent process 
to improve the quality of the decision and is also 
“a right for the involved registrants” outlined in 
the REACH Regulation. We fail therefore to see 
how fees could improve efficiency and 
transparency, to the contrary. 

o Hence any fee system applied on dossier updates 
or comments made on draft decisions may 
decrease the appetite to submit relevant dossier 
updates 

o Alternatively, fees could be considered relevant 
if a registrant would “manifestly reject to follow-
up on decisions”. However, it would be better to 
handle such cases with a non-compliance follow-
up process and national sanctioning systems, 
whereby Industry may agree that some better 
alignment may be stimulated (via the Enforcement 
Forum). The idea of raising new fees also appears 
in other CARACAL papers (e.g., on 
authorisation/restriction reform (CA/03/2022). 
Industry would plea for a broader discussion on 
the fee mechanism rather than addressing those 
separately and in an uncoordinated manner under 
the different REACH sections. 

SME-U We do not support such fees. A fee system should 
be structured in such a way that it can be planned 
and calculated in advance for the companies 
concerned. We believe that, based on more than 
10 years of experience, it must be possible to set 
an adequate registration fee that reflects ECHA's 
average workload sufficiently well. 

Fuels Europe Requiring a fee for dossier updates would likewise 
be counterproductive. As REACH already requires 
regular dossier updates, the workload for ECHA to 
deal with the dossier updates should be arranged 
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in the ECHA funding Regulation. Requiring a fee for 
comments on draft ECHA decisions or new 
adaptations would thwart Registrants' and 
downstream users' rights under the evaluation 
procedure under REACH Art 50. 

JCIA  

EEB_HEAL We strongly support the introduction of fees to 
actions that cause ECHA additional workload, for 
example a fee to cover costs associated with non-
compliant dossiers. 

Fees should be introduced to reflect and account 
for the resources spent by the Agency for the 
handling of non-compliant dossiers. 

ChemSEc We support linking fees to work that needs to be 
done by ECHA. 

CrueltyFree We fully support an option that ECHA provides 
advice on adaptations to information 
requirements. This could be extremely value and 
demonstrate the Commission and its Agency’s 
commitment to the promotion of alternative 
approaches to animal testing. However, we do not 
support coupling fees to specific ECHA workload in 
the area of supporting registrants through 
evaluation and improving adaptations. To do so 
would amount to a financial penalty for 
attempting adaptations and would therefore act as 
a deterrent to testing on animals as a last resort. 
Charging for dossier updates could also make 
registrants reluctant to keep their dossiers up to 
date, which would go against what the measure 
“Limit specific CCH process to assessment of the 
dossier and associated ECHA draft assessments” is 
trying to achieve. The current system of linking 
fees to tonnage is fair and already accounts for 
registrations that will generate more work for 
ECHA without penalising registrants, so it should 
be maintained (with fees increased if necessary) so 
that ECHA can offer scientific advice to support 
adaptations. 

PISC  
 

 


