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REACH – State of Play



ECHA Statistics: deadlines for registration



Some implications
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Who needs to take the leading role ?
The very basic principle of REACH regulation:
 The industry has all responsibilities and major 

manufacturers are expected to take active role in 
the concrete work



ECHA



REACH Cost Sharing: The Old vs. New
Functioning of the old system 

• Industry committed to REACH, and has made huge 
investments 

• Data sharing disputes rare.. No cases in BoA for the last 12 
months

• Evidence on the unfair treatment of SMEs?
• The Lead registrant / Co-registrants process with sharing of 

costs and rights through a Letter of Access has been robust 
and worked well .. 
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Requirements in brief
Topic of the Slide (Page n/n)

• Lorem ipsum



REACH Cost Sharing: The Old vs. New
Background



Background and expectations
As seen by ECHA
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Implementing regulation 
Highlights 
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Practical advice

1. Ask for the price of data you need
The first step is to ask your co-registrant for the price of the data you need for the 
tonnage band you plan to register (considering the type of registration). You can 
negotiate access to individual studies or to all data that was already submitted.
Normally, the price consists of costs related to tests (study costs) and costs related 
to administrative work (non-study costs). You will typically be able to purchase a 
Letter of Access (LoA), which gives you permission to refer to data you need for 
your registration. This could help you avoid lengthy and detailed negotiations, or 
make it easier for you to register by making use of documents that your co-
registrants have already used and prepared. If you agree with the cost proposal you 
can proceed with your registration.
If you have questions or disagree with how the price was decided, you have the 
right to ask for explanations and justifications.



2. Make sure you only pay for the data you need
You only have to pay for data that you actually need for your registration.
You don't need to pay for:
•data you already have to fulfil your requirement (endpoint)
•data you don't need for the tonnage band of your registration
•data you don't need for the type of your registration (such as intermediates under 
strictly controlled conditions)
•data submitted more than 12 years ago for substances with EC numbers starting with 
"4", as this can be used free of charge.
You are:
•obligated to request the sharing of data involving testing on vertebrate animals,
•able to request the sharing of data not involving testing on vertebrate animals.
Once you request access to any kind of data, you and your co-registrants are 
obligated to make every effort to reach an agreement in a fair, transparent and non-
discriminatory way.
In some cases, instead of test data, you can also consider waivers, non-testing 
methods and read-across, if they are scientifically justified. If you prefer to select a 
different data set than your co-registrants, for example, because the data is not of 
sufficient quality and detail, you may consider opting-out from the specific endpoint, 
while still being part of the same joint registration.



3. Clarify what you get for your money
You need at least a right to refer to the data you require for your registration. You can, however, also 
negotiate access to hard-copies of the studies, or a right to use the data for purposes other than REACH.
You also need access to the joint submission. In practice, this means that the lead registrant gives you a 
token (password) to become a member of the joint submission in REACH-IT. You always need to submit 
your registration as a member of the joint submission, even though you do not share some or all of the data 
submitted by the lead registrant. You may still need to pay your part of getting access to the joint registration 
and receiving the token.
You can also consider negotiating on any of the following, keeping in mind that neither you nor your co-
registrant is obligated to buy or sell any of these:
•Member dossier preparation:
You may compile your dossier yourself or agree with your co-registrant that they prepare your member 
dossier for you. If this is the case, you would then only need to submit the member dossier to ECHA 
yourself. This may save you from additional work, but will be reflected in the costs.
•Chemical safety report (CSR):
For registrations above 10 tonnes a year, you need to submit a CSR. You can buy it from your co-registrant 
or prepare it yourself. If you decide to prepare your own CSR, you should not pay any costs related to the 
preparation of your co-registrant's CSR. For registrations between 1-10 tonnes a year, a CSR is not 
required.
•Guidance on safe use of the substance:
As the chemical safety report is not needed for registrations between 1–10 tonnes a year, you will need to 
submit more information in the guidance on safe use section of your registration dossier. The guidance on 
safe use needs to be consistent with the safety data sheets which you supply to your customers. You may 
consider sharing the costs of preparing the guidance on safe use jointly with your co-registrants.



4. Request a cost breakdown
The sharing of costs needs to be fair, transparent and non-discriminatory. To be 
able to assess if this is fulfilled, you need information on the individual items that 
make up the price. You may request a cost breakdown, including an explanation of 
how the overall costs have been calculated.
Usually, this breakdown lists the costs related to tests (study costs) and 
administrative work (non-study costs), and shows the price in relation to the 
information you require for your registration.
It is your right to ask for and receive a cost breakdown. There are no preconditions 
to get it. You cannot be forced to pay a deposit, sign a non-disclosure agreement 
or pay an additional fee for that information.
You also have the right to ask for more information if the cost breakdown you 
receive is not detailed enough.



5. Analyse the cost breakdown
Firstly, there are the study costs. Each individual study comes with a price. 
This price can consist of the costs for performing a test, costs for buying 
access to required data or costs of satisfying your information requirement 
with a non-testing method. If there are no invoices available for an item, the 
costs for performing the test again or another estimate could give an 
indication of the value.
Secondly, there are non-study costs, which are also called administrative 
costs, joint submission costs or SIEF management costs. These can relate 
to:
•a specific study, for example, the costs for the administration of contracts 
with a laboratory
•the dossier preparation
•the general administration of the substance information exchange 
forum/joint submission
All items should be justified.



6. Make sure you only pay the appropriate administrative costs
Parts of the administrative costs may be endpoint-specific. For example, 
costs to conduct a literature search or to develop the reasoning for a data 
waiver clearly relate to an endpoint and not to the entire dossier.
As you only have to pay for data that you actually need, you do not have to 
pay endpoint-specific administrative costs if they relate to an endpoint 
which you do not need or which you already have.
Parts of the administrative costs, however, are not endpoint-specific. For 
example, the costs related to the token management could apply to all joint 
submission members equally.
In any case, you have the right to know the mechanism applied to sharing 
of the cost.



7. Discuss the reimbursement scheme
The individual proportion of the costs depends on how many co-registrants 
share the data. It makes a significant difference if the costs are shared 
between 2 or 200 registrants.
The number of co-registrants who share the costs may not be clear while you 
negotiate. This means that the calculation of the price may be based on the 
current number of co-registrants.
A reimbursement scheme will make sure that the costs are equally shared. 
Each time a new potential registrant buys access to the data, the overall 
costs for each co-registrant will reduce. When and how frequently the price is 
re-calculated needs to be agreed.
However, running a reimbursement scheme may be more costly than the 
potential reimbursement. You may agree not to establish a reimbursement 
scheme – potentially for an additional decrease in price. If there is no such 
scheme, you can ask your co-registrants to justify this.



8. Request information on the method used for calculating cost
Your co-registrants may agree on any cost-sharing method they find 
appropriate. For example, either historical costs or replacement costs can be 
used. Historical costs are based on actual invoices whereas replacement costs 
refer to costs for performing the test again.
In addition, your co-registrants may agree to apply increments and decrements 
to the overall price, such as risk premium, interest rate, inflation, only right to 
refer versus full access to hard copies or co-ownership, right to refer for 
REACH purposes versus other regulatory purposes.
In any case, it is important that you understand the method used. If you have 
doubts, you have the right to request further details and justifications.
For further information, please see Fact sheet on typical cost elements in data-
sharing negotiations



9. Find an agreement on future costs
You cannot be forced to pay for potential costs that might 
be incurred at a later point in time.
However, you may agree with your co-registrants to 
establish a system covering potential future costs. This 
could apply, for example, for costs for spontaneous dossier 
updates or costs to generate studies requested during 
dossier evaluation. You can also decide to re-negotiate 
sharing such costs once they actually occur
Once again, you do not need to pay for data that is not 
required for your registration.
10. Discuss the payment methods
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REACH Cost Sharing: The Old vs. New
What if “negotiations” fail

The new registrants an make a CLAIM against the data holder 
without cost … potentially leading into….



What if I have asked all my questions and am still convinced that the price 
is not fair, transparent or non-discriminatory?
Make sure you communicate clearly to your co-registrants why you consider 
the price to be unfair, non-transparent or discriminatory. As a last resort, if 
you cannot agree on data and cost sharing with your co-registrants, ECHA 
can assess your case. The data-sharing dispute procedure can be 
managed without legal support and is free-of-charge. You will only be asked 
to submit all records of your negotiations.
Before you submit a dispute to ECHA, you need to make sure that you are 
able to demonstrate that every effort has been made by you to reach an 
agreement, and that you have addressed all of your concerns directly with 
the other party. Once a dispute is filed, ECHA assesses the efforts made to 
reach an agreement on the sharing of data and its cost in a fair, transparent 
and non-discriminatory way, not the price as such and its appropriateness. 
If ECHA finds that you made every effort to reach an agreement, while your 
co-registrants failed to do so, ECHA may grant you the permission to refer 
to the disputed data.
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REACH Cost Sharing: The Old vs. New
Summary

– IR can be seen as a Retroactive legislation
– It places a huge burden, without compensation, on existing 

registrants – Every Effort. Be prepared.
– Issues of ownership, IP rights
– The relative legal position of the existing registrant and 

prospective registrant are not in balance .. Make a free claim 
and an administrative decision by ECHA vs. claiming your rights 
in a Local Court or BoA .. Fair, transparent, non-discriminatory

– In essence it can transform the functioning LOA process into a 
one-sided “negotiation” process jeopardizing real work aiming 
at 2018 deadline



Thank you for your attention
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