
1 (10)

Helsinki, 29 June 2017
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The Claimant

Represented by

Copy to:
The Other Party

Decision number: 
Dispute reference number:  
Name of the substance:  
EC number of the substance:

DECISION ON A DISPUTE

a. Decision

Based on Article 30(3) of Regulation (EC) No 1907/2006 (‘REACH Regulation’),

ECHA does not grant you the permission to refer to the information you requested 
from the Existing Registrant,  of the above-mentioned substance.

The reasons of this decision are set out in Annex I. Advice and further observations are 
provided in Annex II and the factual background of the dispute is described in Annex III. 

b. Procedural history

On 31 March 2017, you (‘the Claimant’) submitted a claim concerning the failure to reach 
an agreement on data sharing with  (‘the Other Party’) as well as the related 
documentary evidence to ECHA. To ensure that both parties are heard and that ECHA can 
base its assessment on the complete factual basis, ECHA also requested the Other Party to 
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Annex III: FACTUAL BACKGROUND OF THE DISPUTE

The table below summarises the negotiations between the parties:

Ref. no. Date Content Remark

1. 18/09/2015

Other Party communicated to the Claimant that they are not able to find Claimant’s 
pre-registration number. If there is no pre-registration, the normal way to proceed 
is with an inquiry process to ECHA. The Other Party informed that there is already 
an existing registration for  by them and therefore an individual 
registration must not occur. The other party promised to discuss the issue with the 
consultant who represents the Claimant. 

Provided only by 
the Other Party

2. 22/09/2015
The Claimant replied to the email dated 18 September 2015 and informed they 
have registered individually due to the fact that the Letter of Access (LoA) price is 
‘too high’. 

Provided only by 
the Other Party

3. 02/03/2016

The Claimant contacted the Other Party informing them that they would like to 
start negotiations with the intention to join the joint submission. The Claimant 
explained that the high LoA price combined with disagreement regarding the 
selection of information was the reason to submit an individual dossier. The 
Claimant referred to the fact that there is available ‘free data of acceptable quality’. 
The Claimant informed that they will opt out for the information in Article 
10(a)(IV),(VI),(VII) or(IX). The Claimant asked the Other Party to specify the costs 
of LoA for ‘the remaining part of the joint submission dossier’ with ‘full specification 
of [Other Party’s] costs’ according to the Commission Implementing Regulation 
(EU) 2016/9.

Provided by both 
parties

4. 29/03/2016

The Other Party informed that they are the Lead Registrant for the substance in 
question and they are welcoming new members to the joint submission. However 
before giving access to the joint submission the Other Party required the following 
information:

Provided by both 
parties
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Ref. no. Date Content Remark

 ‘specification of the information from the joint submission’ which the 
Claimant requires access to

 ‘a description of the data which [Claimant] consider[s] to be free, of 
acceptable quality and available and therefore’ justifies Claimant’s opt-out

 Explanation how the Claimant has access or is in possession of such data
The Other Party also pointed out that the Claimant had never before their email 
dated 2 March 2016 (i) responded to correspondence of the active members of the 
SIEF or (ii) participated to discussions within SIEF. In addition, the Claimant had 
submitted a separate registration for the substance without any contact or request 
to the lead registrant and without explanation why the Claimant considers the 
proposed LoA price excessive.

5. 01/06/2016

The Claimant cited the Implementing Regulation (EU) 2016/9 and the fact that the 
potential registrant has right to request the itemization of the study and the 
administrative costs. The Claimant stated again that they are willing to be part of 
the joint submission dossier but they will opt out for the information referred in 
Article 10(a)(iv), (vi), (vii) or (ix).  The Claimant stated as well, that many of the 
endpoints in the Lead dossier are waived or covered with read-across and 
therefore, the Claimant requires a full specification of the costs of the LoA. After the 
costs have been specified the Claimant is willing to proceed with negotiations for 
joining the joint submission.
The Claimant further stated, with reference to the ECHA guidance on data sharing, 
that the legitimate possession of or permission to refer to the full study reports 
required by Article 10 of REACH could be considered as derived directly from 
intellectual property law. In this respect they argued that ‘[c]opyright covers only 
the form or mode of expression, but facts and data themselves which are to be 
used to create a study summary for the purpose of the registration dossier are 
generally not copyright-protected’.

Provided by both 
parties

6. 29/06/2017 The Other Party informed the Claimant that they are aware of the fact that ECHA Provided by both 
parties
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Ref. no. Date Content Remark

will revoke the registration of the Claimant if the Claimant will not join the existing 
joint submission by 13 December 2016. The Other Party informed that they shall 
make their best effort to ensure that the deadline can be met. 
The Other Party provided the link to the Letter of Access agreement, which 
provides information about the rights and obligation of participants to the joint 
submission. Before proceeding the Other Party requested again the following 
information (as requested earlier on 29 March 2016):

 Specification of the information from the joint submission to which the 
Claimant requires access. 

 List of existing studies on which the Claimant is relying 
 List of free available studies as stated in the Claimant’s email dated 2 March 

2016
 Legitimate possession of data

The Other Party informed that they are preparing full specification of administrative 
and data costs and this information will be delivered by the end of July 2016.
Regarding the anticipation of the opt-out of the Claimant, the Other Party 
emphasized that as the Lead Registrant they are entitled to obtain information from 
any potential registrant, so that they can ensure that everyone in the joint 
submission is treated in fair, transparent and non-discriminatory way. Due to this 
reason the Other Party required the following information before proceeding with 
providing access to the joint submission.
In respect to issue concerning the legitimate possession of data, the Other Party 
stated that the Claimant seemed to confuse two different things, i.e. (i) potential 
infringe of IP law, which is handled under IP law and (ii) the obligation under 
REACH to have legitimate possession or a right to refer to data. The Other Party 
pointed out that the legitimate possession in the context of REACH means that the 
registrant is required to hold a right to use the data for purpose of the registration.

7. 30/08/2016 The Other Party sent a document containing the itemization of costs and reminded 
the Claimant to reply to the questions from the email dated 29 June 2016.

Provided by both 
parties
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Ref. no. Date Content Remark

8. 23/12/2016 The Claimant asked for further clarification for certain items on the itemization of 
costs the Other Party sent on 30 August 2016.

Provided by both 
parties

9. 05/01/2017

The Other Party responded to the request for further clarification on the cost 
itemization and attached invoices to support the costs incurred. The Other Party 
again emphasized on the fact that the Claimant never replied the questions asked 
on 29 June 2016 and 30 August 2016 and before the Claimant is able to join the 
joint submission they need to answer the questions.
The Other Party emphasized that as ’another gesture of goodwill’ they are able to 
provide the Claimant with additional information about the prizing of the studies 
and the reason why the studies have been performed.  

Provided by both 
parties
Attachments 
provided only by 
the Other Party



“ECHA reminds you that following Article 16 of Regulation (EC) No 1049/2001, the 

documents attached are subject to copyright protection.” 




