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Prospective Applicant:

Copy to Other Party:

Sent via encrypted email and registered mail
Reference number of the dis ute claim
Decision number
Name of active substance
EC number of the substance

DECISION RELATING TO YOUR DATA SHARING DISPUTE UNDER ARTICLE 63(3) OF
THE BIOCIDAL PRODUCTS REGULATION (EU) No 528/2012 (BPR)
Dear -

,

On 7 October 2015, ECHA registered a claim you (the Prospective Applicant) submitted
concerning the failure to reach an agreement on data sharing with
•
(the Other Party) as well as the related documentary evidence to the European
Chemicals Agency (ECHA). Data sharing had been sought for an application to be included
on the Article 95 list.
To ensure that both parties are heard and that ECHA can base its assessment on t he
complete factual basis, ECHA also requested the Other Party to provide documentary
evidence regarding the negotiations. The Other Party provided the requested documentary
evidence on 28 October 2015.
Based on the documentation supplied by both parties, ECHA has decided to grant
you permission to refer to certain studies requested from the Other Party for the
above-mentioned active substance.
On 21 December 2015, ECHA requested you to provide a proof of payment; the proof of
payment was provided on 7 January 2016 and amounted to €. ECHA has no
competence to determine the appropriateness of the "share of the cost", which may
eventually be subject to the assessment of a competent national court.
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The perm1ss1on to refer concerns the studies indicated in Annex I to this decision. The
statement of reasons of this decision is set out in the Annex II, based on the documentary
evidence summarised in Annex III.
In accordance with Articles 63(5) and 77(1) of the BPR, an appeal against this decision may
be brought to the Board of Appeal of ECHA w ithin three months of the notification of this
decision.
The
procedure
for
lodging
an
appeal
is
described
at
http://echa.europa .eu/web/guest/regulations/appeals.
As a closing remark, ECHA strong ly encourages the parties to continue their negotiations in
order to reach an agreement that will be satisfactory for all whi le at the same time
reminding them that the outcome of a data sharing dispute procedure can never satisfy any
party in the way a voluntary agreement would.
Yours sincerely,

{JP .

Christel Musset
Director of Reg istration

Annexes :
Annex I:

List of studies subject to the dispute, to which ECHA grants the permission to
refer

Annex II:

Statement of reasons regarding the assessment of t he data sharing dispute

Annex III:

Factual background regarding the data sharing negotiations
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Annex I to decision DSH-63-3·0-

2015

LIST OF STUDIES SUBJECT TO THE DISPUTE, TO WHICH ECHA GRANTS THE
PERMISSION TO REFER
Scope of the dispute: Access to the studies submitted in the complete active substance
for the following two endpoints:
dossier for

11111

Scope of permission to refer: Pursuant to the combined application of Articles 63(3) and
95(3) of the BPR, for substances in the Review Programme the scope of the permission to
refer shall apply to all toxicological, ecotoxicological and environmental fate and behaviour
studies, including any such studies not involving tests on vertebrates. The requested studies
fall under the extended scope of the right to refer in accordance with Articles 63(3) and
95(3) of the BPR. Thus, the scope of the permission to refer includes the following studies:
1

List of Studies

• The work programme established by the Commission under Article 16 of Directive 98/8/EC for the assessment of
existing active substances which is continued under Article 89(1) of the BPR, the detailed rules of which are set out
in Commission Delegated Regulation (EU) No 1062/2014.
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Annex II to decision DSH-63- 3-D--

2015

STATEMENT OF REASONS OF THE DECISION OF THE DATA SHARING DISPUTE

Article 63(1) of the BPR requires prospective applicant(s) and data owner(s) to "make every
effort to reach an agreement on the sharing of the results of the tests or studies requested
by the prospective applicant". If no agreement can be reached, Article 63(3) of the BPR
mandates ECHA, on request, to "give the prospective applicant permission to refer to the
requested tests or studies on vertebrates, provided that the prospective applicant
demonstrates that every effort has been made to reach an agreement and that the
prospective applicant has paid the data owner a share of the costs incurred". Accordingly, if
ECHA finds that the prospective applicant compiled with their obligation to make every
effort to reach a fair, transparent and non-discriminatory agreement and paid the data
owner a share of the costs incurred, the Agency shall grant the prospective applicant the
permission to refer to the requested data. For submissions of alternative suppliers relating
to their inclusion on the Article 95 list, Article 95(3) of the BPR extends the scope of the
right to refer under Article 63(3) of the BPR for active substances included in the Review
Programme "to all toxicological, ecotoxicological and environmental fate and behaviour
studies [ .. ] including any such studies not involving tests on vertebrates".
Following the lodging of the dispute claim by the Prospective Applicant on 07 October 2015,
ECHA conducted an assessment serving to establish whether the parties have fulfilled their
legal obligation to make every effort to share the studies and their related costs in a fair,
transparent and non-discriminatory way. The assessment is based on the information
provided by both the Prospective Applicant and the Other Party. An overview can be found
in Annex III to this decision.
Under Articles 62 and 63 of the BPR, making every effort to reach an agreement on the fair,
transparent and non-discriminatory sharing of data and its costs means that both parties
shall negotiate as constructively as possible to achieve a common understanding of all cost
items as a basis for an eventual agreement. To achieve this, the parties need to provide
justifications and explanations for their claims as well as counter-arguments and
compromise-proposals when challenged by their negotiating partners.
A number of cost items of the letter of access (LoA) to the requested studies were discussed
between the parties, inter alia the management fee, the dossier management fee, a
discount for a territorial limitation of the LoA, and the number of parties amongst which the
initial costs of the requested studies were going to be divided in order to calculate the final
amount to be paid by the Prospective Applicant for the LoA•. Both parties made efforts to
explain their positions and address each other's arguments, allowing them to come to an
agreement regarding the discount for a territorial limitation of the LoAJ. Also, regarding the
management fee4 and the dossier management fee,, arguments and explanations were
exchanged, and while no agreement could be found on these issues until the moment the
dispute was lodged, the discussions between the parties were constructive and were
progressing, due to both parties' efforts to address each others' questions, to provide
justifications and explanations, and to make counter-proposals for disagreed items.

C.f.
C.f.
~ C.f.
s C.f.
2

3

references
references
references
references

no.
no.
no.
no.

20,
26,
22,
22,

22, 24, 26, 33, and 35;
and 33;
24, 26 and 33;
24, 26 and 33;
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The main disagreement between the parties related to the number of parties amongst which
the initial costs of the requested studies were going to be divided in order to calculate the
final amount to be paid by the Prospective Applicant for the LoA to those studies6, As a
starting point, the Other Party suggested1 that the Prospective Applicant pays them half of
the initial costs that the Other Party, as data owner, incurred for the requested studies. The
Prospective Applicant challenged that proposal claiming that the Other Party had already
received compensation for those costs by the other co-members of the task force that
supported, along with the Other Party, the approval of the active substance under the
Review Programme. More in particular, the Prospective Applicant argued that based on the
understanding that "the studies were already shared with Task Force (TF) members [the
other co-members of the task force]",s the calculation of the price to be paid by the
Prospective Applicant for the LoA to the requested studies should be based on the fact that
"the studies are used [for BPR purposes] by more than one [Review Programme]
participant"9, The Prospective Appplicant claimed that the Other Party's proposal that the
Prospective Applicant shares half of the initial costs of the requested studies, without taking
into consideration that the other co-members of the task force had already contributed to
the costs borne by the Other Party, as data owner of those studies, would generate "profit''
for the latter•0 , instead of ensuring, as foreseen by the BPR, that the Other Party "recover[s]
part of their investment by receiving equitable compensation"11 • According to the Prospective
Applicant, setting aside the compensation received by the other co-members of the task
force when calculating the final amount to be paid by the Prospective Applicant for the LoA,
would be tantamount to the Other Party acting In an unfair and discriminatory manneru.
In their replies to the Prospective Applicant's aforementioned claims,•3 the Other Party
insisted on their own proposal which would require the Prospective Applicant sharing half of
the initial costs incurred by the Other Party for the requested studies. The Other Party
argued that a cost calculation mechanism that would take into account data sharing which
occurred under the BPD•4 would mean In effect "asking us [the Other Party] to apply the BPR
retroactively. There is no legal obligation to do so"•s and that "The general principle of nonretroactivity in EU law means that pre-1 September 2013 data sharing (under the BPD) is
immaterial to the application of the BPR rules on data sharing. "•6
ECHA notes that it was the Other Party's responsibility to explain why their proposal that
would require the Prospective Applicant to pay half of the initial costs of the requested
studies did not aim at the generation of profit, contrary to the Prospective Applicant's
allegation to that effect; and that spl itting the initial costs of the requested studies among
the Prospective Applicant and the Other Party, without taking into account that the other
co-members of the task force, who supported, along with the Other Party, the approval of
the active substance under the Review Programme, had already shared the costs of those
studies, would still be compliant with the requirement of fair, transparent and nondiscriminatory sharing of the costs incurred by the Other Party as data owner. However, the
Other Party failed to provide those explanations. Instead, the Other Party merely repeated
C.f. references no. 22, 24, 26, 33, 34, and 35;
C.f. reference no. 20;
s C.f. reference no. 26;
9 C.f. reference no. 22;
10 C.f. references no. 26, and 34;
11 C.f. reference no. 26;
12 C.f. reference no. 22;
•J C.f. references no. 24; 33, and 35;
•·1 Directive 98/8/EC of t he European Parliament and of the Council of 16 February 1998 concerning the placing of
biocidal products on the market (OJ 1998 L 123, p. 1).
is C.f. reference no. 24.
•6 C.f. reference no. 33.
6

1
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the argument that a calculation mechanism that would take into consideration sharing of
data that occurred under the BPD would equal to a retroactive application of the BPR that
cannot be justified.
Data owners should be able to receive "equitable compensation of the costs borne" by them
when their data is used for the benefit of alternative suppliers for Article 95 purposes. 11
Thus, while t he BPR allows data owners to be compensated for the costs incurred for the
support of the approval of the active substance when their data is subsequently used for the
benefit of alternative suppliers, it nevertheless forbids data owners to use the requ irement
imposed on alternative suppliers by Article 95 as a revenue stream. Accordingly, in the
context of data sharing for Article 95 purposes, data owners, when challenged by
prospective applicants as to the equitable character of the proposed calculation mechanism
for the LoA, should be able to justify why that calculation mechanism complies with the
requirement of fair and non-discriminatory cost sharing under the BPR, and thus,
constitutes an equitable compensation for the investment they have made for the support of
the approval of the active substance.
Further, taking Into consideration compensation that has been received by a data owner
under the BPD, for the costs incurred for tests or studies submitted in support of the
approval of an existing active substance in the Review Programme, may be considered an
important point in assessing the fair and non-discriminatory nature of the cost sharing
under the BPR, unless the parties provide, during the data sharing negotiations, legitimate
and justifiable reasons for considering such compensation irrelevant for BPR data sharing
purposes. It is therefore not a retroactive application of the BPR data sharing provisions if,
in data sharing negotiations under the BPR, a prospective applicant requests the data owner
to specify which are the original costs incurred by the latter under the BPD for the requested
tests or stud ies and to consider, for the calculation of the final amount to be paid by that
prospective applicant for the LoA to those tests or studies, relevant compensation that the
data owner had al ready received by third parties in the context of data sharing negotiations
under the BPD.
Disregarding the context of data and cost sharing under the BPR, the compensation that the
Other Party had already received under the BPD for the same studies, is de facto unfair and
discriminatory, as it was argued by the Prospective Applicant. Until the dispute was lodged
on 7 October 2015, the Other Party had not justified with legitimate arguments the
apparent unfair and discrimi natory nature of the proposed calculation mechanism. The
Other Party did not therefore make efforts to demonstrate the equitable character of the
requested compensation and thus its fair and non-discriminatory nature.
Based on the above, ECHA concludes that the Prospective Applicant has made efforts to
engage in meaningful data sharing negotiations by asking constructive questions and
bring ing forward concise arguments, challenging the cost proposal made by t he Other Party,
thereby acting in respect of their obligation to make every effort to come to a fair,
transparent and non-discriminatory data sharing agreement. On the other hand, the Other
Party did not address these questions and arguments, nor did they provide a justification for
their proposal, that would require the Prospective Applicant to pay half of the initial costs of
the requested studies, in the light of their obligation for a fair and non-discriminatory cost
sharing, showing a lack of efforts in the data sharing negotiations.
Consequently, pursuant to Articles 63(3) of the BPR, ECHA grants the Prospective Applicant
the permission to refer to certain data submitted by the Other Party.
1See recital 58 of t he BPR.

1
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Annex III to decision DSH-63-3-D- - 2015
FACTUAL BACKGROUND REGARDING THE DATA SHARING NEGOTIATIONS

The following lists the exchanges between the parties, which have been provided by either or both of the parties and form the basis of ECHA's
assessment of the dispute case.
Ref.
no.

Date

Content

26/06/2015

The Prospective Applicant took contact with the representative of the task force and requested the
price for an "Article 95 LoA" covering two endpoints:
. They further requested "the related cost calculation model", and asked
to orwar them a raft non-disclosure agreement If this was considered necessary, highlighting
however that they would "expect[...] the price of the LoA and the number of the studies" to be
communicated without a non-disclosure a reement.

2

30/06/2015

Following the receipt of the inquiry letter from ECHA, the Prospective Applicant forwarded their
earlier message to the contact provided by ECHA, highlighting that "this is an urgent issue".

3

01/07/2015

The representative of the task force assured the Prospective Applicant that they "are aware of the
urgency of the issue", and informed them that their request had been forwarded to the task force
members and that they would reply "in due time".

4

06/07/2015

The representative of the task force provided the Prospective Applicant with the contact details of
the data owner, requesting that the Prospective Applicant continue directly with them.

5

07/07/2015

The Prospective Applicant contacted the Data Owner and repeated their request for the LoA price
including calculation model for the studies covering the two endpoints in question. Further, they
highlighted that they were "strictly bound by the time/ine given by the BPR relating to the data
sharing procedure" and therefore asked for a "substantial response in the next few days''. Finally,
they requested the Data Owner to confirm that they were the "direct contact" for data sharing
ne otiations within the task force.

6
7

08 07 2015
08 07 2015

1
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Ref.
no.

Date

8

08/07/ 2015

9

09/07/2015

10

10/07/2015

11

13/07/2015

12

15/07/2015

13

16/07/2015

Content

asa " but were current! on travel.
The Prospective Applicant requested the Data Owner to "specify 'asap'" and pointed to the " very
ti ht'' timeframe for the ne otiations.
The Data Owner underlined that they "understand [the Prospective Applicant's] concern" regarding
the timeline and therefore forward the message to a colleague who would "revert to [the
Pros ective A licant b end of this week at the latest".
The Data Owner asked the Prospective Applicant to sign the attached "Every Effort and Secrecy
Agreement'' (EESA) to "ensure the confidential exchange of information between competitors".
Following the signature of this agreement, they wou ld be able to "provide [the Prospective
A licant with further information".
The Prospective Applicant returned the EESA with their "comments and amendments". With
reference to the Practical Guide on Data Sharing, they informed they had deleted following items
requested by the Data Owner: (i) regarding establishing technical equivalen,ce I chemical similarity,
as this were "not legal requirements/ prerequisites for data sharing", and (ii) regarding the
payment of a deposit as this "cannot be an obstacle to negotiations" . Further, they asked why the
Data Owner did not provide the LoA price and the "amount of studies which would be covered by
the LoA" before the signature of the EESA. Finally, to "comply with the tight regulatory timeframe"
they stated they would prefer an "over-the-counter scenario", and repeated their requests for LoA
rice for the studies coverin the two re uested end oints.
The Data Owner acknowledged receipt of the Prospective Applicant's message and informed that
"due to travelin and the hi h workload" the would rovide a re I onl the followin da .
The Data Owner provided their reply to the Prospective Applicant's message. Regarding the EESA,
they agreed (i) to remove technical equivalence/ chemical similarity provision, highlighting however
that the Prospective Applicant had used similar clauses themselves in other negotiations when the
Prospective Applicant had been the data owner, and (ii) to delete the provisions regarding the
deposit. They attached the revised copy for signature. The Data Owner informed that the " over-thecounter scenario" was "unsuitable" in the current case, but underlined their commitment to act
"with the appropriate promptitude and in good faith". Finally, they attached the list of submitted
studies for the requested endpoints (7 studies "related to
", with 2 studies being marked as "Key study, reliability 1" ) and asked the
licant to "review and indicate for which information ou seek a LoA".
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Ref.
no.

Date

Content

Remark

both oarties

14

17/07/2015

The Prospective Applicant thanked for the Data Owner's willingness to act "with a prompt attitude"
and attached the scanned signed EESA. Further, they asked to receive the draft data sharing
agreement and announced to review the list of studies and come back to the Data Owner once they
had "decided to which studv/ies fthevl are intendina to buv a LoA".

15

17/07/2015

The Data Owner sent an out-of-office message, informing to be "back in the office on Monday".

16

17/07/2015

Following the receipt of the out-of-office message, the Prospective Applicant sent an email to the
alternate email address asking where to send the signed EESA.

17

20/07/2015

18

21/07/2015

19

22/07/2015

20

23/07/2015

The Data Owner provided the postal address for the signed EESA, and informed that the draft data
sharina aareement was under oreoaration and would be sent to the Prosoective Aoolicant "asao".
The Prospective Applicant informed that the signed EESA would be sent the same day via courier,
and underlined again the "utmost urgency [they] are facing to meet the regulatory obligation and
deadlines", highlighting that an agreement would have to be reached "until next week at the latest''
and that they would otherwise "be forced to inform ECHA that we are not able to reach an
agreement''. Finally, they requested a "cost model with a detailed cost breakdown for all studies
listed" and asked for a timeline for the draft data sharina aareement.
The Data Owner informed that they understood the urgency. Further, they announced that "due to
technical difficulties" the draft data sharing agreement was sent for review to their lawyers
"yesterday" and that they were "currently working on the cost model for the listed studies". Finally,
they oromised to orovide both documents "bv end of this week at the latest''.
The Data Owner informed they had received the EESA the previous day and would then return the
signed document. Further, they provided the "quotation for the requested studies and details of the
calculation", explaining that there were key studies while the "additional studies are needed for the
support and evaluation of the key studies". The quotation identified all endpoint-relevant studies,
and listed the study costs as well as the administrative costs and a number of related cost factors,
addinq uo to a total of
EUR per end point. The total was then devided by a factor 2 to
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Ref.
no.

Date

21

24/07/2015

22

31/07/2015

23

24

Content

Remark

calculate the cost to be borne by " ~mpany", i.e., the amount requested from the
Prospective Applicant amounted to
UR for each endpoint
UR in total for both
endpoints).
The Data Owner sent the draft data sharinq aqreement for review to the Prosoective Aoolicant.
The Prospective Applicant provided their comments on the LoA cost and calculation:
(i) regarding the proposed 30% "management fee", they questioned to proportionality of the
applied percentage value. They suggested to apply a lower percentage to calculate supporting costs
for expensive studies to "not charge inappropriately high total costs for management, since the total
costs for management will be still higher if the basic costs are higher";
(ii) regarding the proposed "dossier management fee proportionate to study value" they requested
to delete this cost item as these costs were "clearly part of [the Data Owner's} own application".
The Prospective Applicant, not seeking access to the entire dossier, found "this add-on is highly
questionable";
(iii) they suggested to apply a reduction for the " reduced rights" as access rights were limited to the
EEA territory and Switzerland ;
(iv) regarding the division of cost between the Prospective Applicant and the Data Owner, the
Prospective Applicant pointed out that as "the studies are used by more than one participant''
because all members of the task force relied on them, "the division of the costs by 2 is
inappropriate" and that "[n]ot considering the members of the Task Force which have access rights,
[the Data Owner] would be acting in an unfair and discriminatory manner''.
Finally, they asked to receive "feedback on their comments or a revised quotation by 5th August
2015".

31/07/2015

The Data Owner sent an out- of- office message, informing to be "back in the office on Monday".

06/08/2015

The Data Owner replied to the Prospective Applicant's latest message:
(i) regarding the "management fee", they disagreed with the counterproposal by the Prospective
Applicant, but "in an effort to reach a quick resolution" they offered to lower the management fee to
25%;
( ii) reoardina the "dossier manaaement fee orooortionate to studv value" they proposed to not
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Ref.
no.

Content

Date

25

07/08/2015

26

01/09/2015

change this cost item explaining that this was to "cover the work vis-a-vis the authorities" and that
"without this activities the studies could not form part of the dossier [ ... ] that [the Prospective
Applicant is] entitled to seek access"i
(iii) regarding the territorial limitation, they offered to apply a 10% reduction "in an effort to reach a
quick solution", noting that access to Switzerland is not mandatory and they would grant it "as a
gesture of goodwill"i
(iv) regarding the division of cost between the Prospective Applicant and the Data Owner, the Data
Owner insisted on the "two way split" of the costs, because the data sharing within the task force
"occurred under the BPD" and because "there is no legal obligation[. .. } appfy the BPR
retroactively" . .
On this basis, they re-calculated the Prospective Applicant's share of cost amounting to EUR for each endpoint EUR in total), pointing out that "this represents a generous
reduction of
UR" .
The Prospective Applicant confirmed receipt of the above message and informed that they would be
on holidavs "the next davs" and contact them "at the earliest thereafter''.
The Prospective Applicant provided their comments and replies to the latest proposals made by the
Data Owner:
(i) regarding the "management fee", they argued that based on "[their] experience with other data
owners" the management fee would be "around 10%", while they themselves "charge only
4,2%".0n that basis they were "prepared to accept 10%";
(ii) regarding the "dossier management fee", they explained that these costs were "only part of [the
Data Owner's] dossier work" and did "not relate to the intrinsic generation of the studies".
Consequently, they rejected this cost item as "this add-on is not justified";
(iii) regarding the territorial limitation, they accepted the proposed 10% reduction;
(iv) regarding the division of cost between the Prospective Applicant and the Data Owner, the
Prospective Applicant highlighted that "the studies were already shared with the Task Force (TF)
members. Given that according to Article 62 BPR data sharing applies to studies which were
submitted either under Directive 98/BEC ('BPD') or the BPR", and therefore argued that "data
sharing occurred under the BPD should also be considered, especially if the data is used by the
other participants also for BPR purposes now". Further, they explained that they did not ask to
"aooly the BPR retroactively" but as the Data Owner had "already received a share of the costs", the
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Ref.
no.

Date

27

02/09/2015

28

07/09/2015

29

15/09/2015

30

16/09/2015

31

21/09/2015

32

21/09/2015

33

23/09/2015

Content
approach suggested by the Data Owner "could be misused" so that "profit could be made although
the BPR only forsees that data owners should be able to recover part of their investment by
receiving equitable compensation". On this basis, they concluded that "[n]ot considering all
participants which are obviously using the same data for the same purposes is unfair and
discriminatory".
Finally, they concluded that the LoA price proposed by the Data Owner was "not equitable" and
informed that they "would be f)ref)ared to {Jay a fair share of
EUR for each study".
The Data Owner acknowledged receipt of the message and informed they would revert to the
Prosoective Annlicant once they had reviewed the comments.
The Data Owner informed that they would "need some days" for their answer as their lawyer was on
holidavs.
The Prospective Aoolicant asked when they could exoect an answer on their comments.
The Data Owner apologised for the delays and informed that they would be able to provide a reply
"in the course of next week".
The Prosoective Annlicant asked if the Data Owner discussed their comments.
The Data Owner informed that the work on the reply was on-going and that they would come back
to them "in a short delav".
The Data Owner provided their reply to the Prospective Applicant's message of 1 September:
(i) regarding the "management fee" they proposed to reduce it further to 20%, while underlining
that "the 25% fee proposed[... ) is not uncommon";
(ii) regarding the "dossier management fee", they explained that the BPR would "not limit the scope
of data sharing exclusively to the generation of studies [but also to] the costs of information" and
that the quoted costs were for "preparing and supporting the part of the dossier related to the
study". Therefore, "[e]xcluding these study related costs would be to offer an unwarranted
discount". Consequently, they Insisted in keeping this cost item;
(iii) regarding the territorial limitation, the agreement on a 10% discount was confirmed;
(iv) regarding the division of cost between the Propsective Applicant and the Data Owner, the Data
Owner highlighted that "data sharing under the BPR need only take into account sharing which has
occurred from 1 September 2013" and that "[t]here is no retroactive application of the BPR regime.
The general principle of non-retroactivity in EU law means that pre-1September2013 data sharing
( under the BPDJ is immaterial to the aoolication of the BPR rules on data sharina. ". Thev further
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underlined that the proposed approach was "entirely consistent and in line with market practice".
On this basis, they rejected the Prospective Applicant's previous counter-offer of EUR per
study and provided an updated cost proposal.
The Prospective Applicant stated that due to "[the Data Owner's] repeated refusal of considering all
parties which are make use of the requested data under the BPR, [they] believe that on this basis it
is not possible to reach an agreement'', highlighting that it was "unfair and discriminatory[ ... ] to
ignore the participants which are using the same data under the BPR, just because they obtained
access rights earlier under the BPD". They underlined that the approach proposed by the Data
Owner would resu lt in the Data Owner making "profit, which is clearly not the intention of the
mandatory data sharing under the BPR", and asked them to "reconsider [their] approach by
Wednesday CoB". Otherwise, they "would be forced to regard the negotiations as failed" and lodge a
data sharinq dispute claim with ECHA.
The Data Owner noted that the Prospective Applicant did not address their proposal on the reduced
"management fee". Further, they addressed the disputed issue of data sharing occurred under the
BPD, quoting from the "Practical Guide chapter on data sharing" that negotiations under the BPD
could not be taken into account by ECHA in a data sharing dispute. Further, they pointed out that
the criteria for retroactive application of EU were "not met in the instant case", and argued that data
sharing under the BPD as well as "under other regulatory regimes (PPPs and REACH)" would be
"immaterial in the BPR context''. On this basis, they "reject[ed] the suggestion that [they] are
profiteering by applying the mandatory BPR rules" and concluded that their "reasonable offer" was
"fair and non-discriminatory". Finally, they asked the Prospective Applicant to reconsider lodging a
data sharina disoute as this was "premature" and not "in the parties' best interests".
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