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1 9 -01- 2016 

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 

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

Dear -

On 2 November 2015, ECHA registered a claim you (the Prospective Applicant) submitted 
on 30 October 2015 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 the 
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 20 November 2015. 

Based on the documentation supplied by both parties, ECHA has decided not to 
grant you permission to refer to certain studies requested from the Other Party for 
the above-mentioned active substance. 

The statement of reasons regarding the assessment of the data-sharing dispute of this 
decision is set out in the Annex I. General recommendations for further data sharing 
negotiations are provided in Annex II. The factual background regarding the data sharing 
negotiations can be found in Annex III. 
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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 within 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. 

Yours sincerely, 
/ 

Christel Muss t 
Director of Registration 

Annexes: 

Annex I: Statement of reasons regarding the assessment of the data sharing dispute 

Annex II: General recommendations 

Annex III: Factual background regarding the data sharing negotiations 
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Annex I 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 complied with their ob ligation 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 refe r 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 
Programme1 "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 30 October 2015, 
ECHA conducted an assessment serving to establish whether the parties have ful fi lled 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 the Prospective Appl icant 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 means that 
both parties shall negotiate the sharing of data and their related costs as constructively as 
possible to make sure that the negotiations move forward in a timely manner. Prospective 
applicants and data owners are thus expected to explore different options and make 
alternative proposals to unblock the negotiations in case of disagreements. Making every 
effort also means that when the negotiations progress, the parties are expected to continue 
their efforts to reach an agreement and use the dispute mechanism under the BPR only as a 
measure of last resort, when all other options have been exhausted. 

The negotiations between the Prospective Applicant and the Other Party focused on a 
number of individual cost items of the Letter of Access (LoA) to certain studies that were 
submitted by the Other Party for the approval of the active substance 
These items included the baseline study costs, a regulatory management fee, a risk 
premium, a profit mark-up and a discount due to restrictions associated with the use of the 
LoA2

• ECHA observes that the positions of both parties on those cost items remained far 
apart and nearly unchanged throughout the negotiations. 3 Although both parties made 
efforts to explain, clarify and justify their respective positions,4 these efforts did not bring 
the parties significantly closer to an agreement. 

1 The work programme established by the Commission under Article 16 of Directive 98/8/EC for the assessment of 
existing active substances which is cont inued under Article 89(1) of the BPR, the detailed rules of which are set out 
in Commission Delegated Regulation (EU) No 1062/ 2014. 
2 See references no. 40, 43, 45-48, 55, and 56. 
3 See references no. 43, 45-48, 55, and 56. 
4 See references no. 43, 45-48, and 55. 
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Towards the end of the negotiations, the parties agreed5 to move the negotiations in the 
direction of "a more straight forward business deal"6 in order to "explore a compromise 
which can be the basis of a mutual agreement''7 • The Parties agreed to meet in Brussels on 
22 October 20158 to discuss how they could "proceed on the basis of an overall business 
deal proposal rather than a study-by-study technical discussion"9• In spite of that 
development in the negotiations, which could have provided a chance to the parties to reach 
an agreement despite their initial disagreements, the Prospective Applicant proceeded with 
the lodging of their dispute claim to ECHA on 30 October 2015. 

Lodging a data-sharing dispute claim to ECHA can on ly be used as a last resort in case the 
negotiations have failed and every effort to reach an agreement has been exhausted. Based 
on the evidence provided by both parties, when the dispute claim was lodged on 30 October 
2015, the negotiations were still progressing and had not reached a standstill yet. In fact, 
j ust before the lodging of the dispute claim by the Prospective Applicant, the negotiations 
had moved to a new phase. In this new phase, the parties agreed to continue their 
negotiations from a new perspective, namely abandoning the attempt to find an agreement 
based on a study-by-study discussion and instead focus their efforts in reaching a 
compromise based on an overall agreement on the final price for the LoA. 

The above clearly demonstrates that the Prospective Applicant did not submit their dispute 
claim as a measure of last resort and consequently they did not comply with their obligation 
to make every effort to find an agreement. In view of the failure of the Prospective 
Applicant to comply w ith their obligation to make every effort to reach an agreement with 
the Other Party on the sharing of data and its costs, ECHA does not grant the Prospective 
Applicant the permission to refer to the studies requested by the Other Party. 

ECHA stresses that, irrespective of the present decision, both parties still share the common 
data sharing obligation, and are t herefore still required to make every effort to reach an 
agreement on the sharing of the Information and its related costs. 

5 See references no. SS and S6. 
6 See reference no. SS. 
7 See reference no. S6. 
8 See references no. S7-65. 
9 See reference no. 57. 
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Annex II to decision DSH-63-3-D- 2015 

GENERAL OBSERVATIONS FOR FURTHER DATA SHARING NEGOTIATIONS 

ECHA would like to make some general observations in order to facilitate a future 
agreement: 

• Making every effort to find an agreement also means that the parties explore all their 
means to find an agreement. When negotiations have not yet reached an impasse, it 
is preferable to continue the negotiations; 

• If the future data sharing negotiations would fail again, the Prospective Applicant is 
free to submit another claim, covering the efforts subsequent to the present 
decision; 

• Parties to data sharing negotiations are free to agree their cost calculation model 
(e.g. baseline costs, application of regulatory management fees, risk premiums 
and/or profit mark-ups) but all the items included to the cost calculation model need 
to be transparently justifiable; 

• Data sharing negotiations must not be viewed by a data owner as an opportunity to 
generate profit. At the same time, a data owner should be able to receive equitable 
compensation of the costs borne by them whenever a prospective applicant is 
seeking access to the information they submitted in support of the approval of an 
active substance or the authorisation of a biocidal product; 

• Each party shall give reasonable time to the other party for providing appropriate 
answers to its questions; 

• ECHA reminds both parties that the outcome of a data sharing dispute procedure can 
never satisfy any party in the way a voluntary agreement would. Accordingly, ECHA 
strongly encourages the parties to continue their efforts to reach an agreement that 
will be satisfactory for both parties; 

• ECHA Is never a party in the negotiations. Therefore, all arguments have to be 
communicated between both parties directly. 
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Annex III to decision DSH-63-3-0--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 Remark 

1 01/12/2014 The Prospective Applicant initiates the negotiations attaching to the email a letter. Attachment not 
provided to ECHA 

The Prospective Applicant sends a revised version of the letter, in which the Prospective Applicant Attachment 

2 01/12/2014 
"seeks to obtain regulatory access to the set of evaluated vertebrate studies", "that are responsible provided to ECHA 
for the approval of {Other Party's active substance] and placed in Article 95 under Regulation (EC) only by the other 

528/2012 (Regulation)". Party 

The Other Party confirms the receipt of the letter and informs that they are "consolidating the costs 
3 03/12/2014 for data sharing of the studies requested" and will get back to the Prospective Applicant upon 

completion. 

4 09/01/2015 The Prospective Applicant asks when they can expect the offer from the Other Party. 

The Other Party apologies that they are "not able to provide definite answer about the timeline" on 
5 12/01/2015 that date and promises to come back to the Prospective Applicant with a timeline for the offer after 

14/01/2015. 

The Other Party informs the Prospective Applicant that they "will provide the offer for access to the Draft secrecy 

vertebrate studies and the additional studies in ecotox, tox, e-fate latest by end of [January 2015)." agreement 
6 16/01/2015 The Other Party indicates t hat prior to sharing offer and staring negotiations they would prefer to 

provided to ECHA 
only by the Other 

sign a secrecy agreement and encloses a draft version of the document . Party 

Draft secrecy 

The Prospective Applicant agrees that "it is desirable to have a secrecy agreement[ ... ) although it is 
agreement with 

7 20/01/2015 amendments 
not obligatory'', while suggests some amendments to the draft agreement. provided to ECHA 

only by the Other 
Party 

8 21/01/2015 The Parties agree on the details of the secrecy agreement. Provided to ECHA 
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Ref. 
Date Content Remark no. 

only by the Other 
Party 

9 27/01/2015 

10 30/01/2015 

11 02/02/2015 

12 04/02/2015 

13 05/02/2015 

14 05/02/2015 

15 06/02/2015 

16 06/02/2015 

Attachment 

17 10/02/2015 
The Prospective Applicant encloses the signed copy of the secrecy informs the Other Party that provided to ECHA 
original copies will be sent "by express courier shortly". only by the Other 

Party 

18 12/02/2015 
The Prospective Applicant requests the Other Party to acknowledge the safe receipt of their email 
dated 10/02/2015. 

19 12/02/2015 
The Other Party acknowledges the receipt of the signed secrecy agreement and informs that when it 
has been countersigned, it will be shared with the Prospective Applicant. 

Provided to ECHA 

20 12/02/2015 
The Prospective Applicant informs that they have just received a message from the courier company only by the 
that confirms the delivery of the originals of the secrecy agreement. Prospective 

Appl icant 

The Other Party sends the scanned copy of the original secrecy agreement signed by them and 
informs that the original document will be sent to the Prospective Applicant by courier. 

21 13/02/2015 The Other Party encloses also the list of studies for which they "would be prepared to grant access 
through a non-exclusive letter of access for use in the context of the regulation (EU) No 528/2012. 
The related compensation expected from [the Prospective Applicant] would be-=·" In addition 
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Ref. Date Content Remark 
no. 

the Other Party expresses their openness to discuss during a confe1rence call and they ask the 
Prospective Applicant to propose a time slot for the call. 

The Prospective Applicant requests some further information on the data sharing proposal: 
1) Study by study price; 
2) Confirmation that the listed studies "represent all of the studies falling into category of 

22 13/02/2015 toxicology, ecotoxicology and environmental fate data required[. .. ] for article 95 listing purposes" 
and explanation why certain studies have not been included to the list of offered stud ies; 
3) A "copy of the same version of the Assessment Report and full Evaluation documents from which 
[the Other Party] have derived the offer". 

23 18/02/2015 The Prospective Applicant requests acknowledgement of the receipt of the email dated 13/02/2015. 

24 20/02/2015 
The Other Party acknowledges the receipt of the email dated 13/02/2015 and informs being on a 
business trip, indicating to get back to the Prospective Applicant on the next week. 

25 20/02/2015 The Prospective Applicant acknowledges the receipt. 

The Other Party states that they are willing to share details about the offer and address questions 

26 24/02/2015 
listed in the email of the Prospective Applicant dated 13/02/2015, but they "would prefer to do so in 
a [t]eleconference". The Other party offers also a face-to-face to meeting as an alternative option in 
case the Prospective Applicant would prefer this. 

The Prospective Applicant asks the Other Party to "suggest dates for the teleconference to be held 
within the next few days" and indicates being "available all week". Furthermore, the Prospective 
Applicant requests the Other Party to advise them at that moment rather than wait for the 
conference call or personal meeting if the Other Party has reservation in sharing the information the 

27 24/02/2015 
Prospective Applicant has requested in their email dated 13/02/2015. The Prospective Applicant 
repeats what information they had requested and expresses their opinion that the request is not "all 
that un- ed or unreasonable" and their wish "to understand the method to reaching an offer 
price o Euros for the studies identified". In addition, the Prospective Applicant states that they 
"cannot assess a fair means of negotiating the price or selection of studies to purchase from [the 
Other Party] without this information". 

28 25/02/2015 
The Other Party informs the Prospective Applicant that " further information on the method of 
determining the offer price and the rational for the selecting the studies will be shared in the 
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Ref. 
Date no. Content Remark 

teleconference" and proposes two timeslots for the teleconference. 

The Prospective Applicant states that "[i]n the interest of progress and making the most of the 

29 25/02/2015 
conference call, [. .. ] it would be helpful to receive advance details of the method of calculation and 
study by study cost breakdown." The Prospective Applicant further requests the Other Party to "[ ... ] 
address the [previous] request for a copy of the CAR and [e]valuation documents". 

The Prospective Applicant indicates their availability for the conference call on 03/03/2015and 

30 25/02/2015 
requests the Other Party to confirm that the Other Party will send to the Prospective Applicant "a 
more detailed breakdown of the cost formula and study by study price offering in advance of the 
call". 

The Other Party indicates the participants for the teleconference from their side and states that on 

31 26/02/2015 
the basis of their experience "it will be more meaningful to share details of the offer in a personal 
discussion instead of exchanging e-mails as a first step", while being "prepared to share further 
details and the assessment report after the meeting". 

The Prospective Applicant indicates that they will be calling from Spain and expresses their 
32 26/02/2015 acceptance for the "desire [of the Other Party] to offer verbal explanation first [and] provide the 

method of calculation and study by study cost shortly after the conference call". 

Provided to ECHA 
33 26/02/2015 The Other Party acknowledges the Prospective Applicant's acceptance their approach. only by the Other 

Party 

34 02/03/2015 

35 02/03/2015 

36 02/03/2015 

03/03/2015 
The Parties agree on the details of the teleconference. 

37 

38 03/03/2015 Provided to ECHA 
only by the Other 

39 04/03/2015 Party 

40 13/03/2015 
The Other Party sends the minutes of the teleconference held on 04/03/2015 enclosing the updated Attachments 
list of studies, the master study list with study-by-study overview and the assessment report. The (including 
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Ref. 
no. Date Content Remark 

Other Party asks the Prospective Applicant to review the meeting minutes and to provide a teleconference 

counterproposal for the offer discussed in the teleconference. minutes) provided 
to ECHA only by 

Minutes of the teleconference : 
the Other Party 

The Prospective Applicant presented "their interest to obtain regulatory access to tox, e-fate and 
ecotox studies required for a.s. approval[ ... ] in accordance to Article 95". The Prospective Applicant 
requested a copy of a the Assessment Report, a study-by-study cost overview of the studies 
included in the offer, details on the cost calculation and the rules for the choosing the studies 
included in the offer. 

The Other Party explained that all studies included in the offer - Euro) are highlighted in the 
study list, based on unpublished Assessment Report. The offer includes the vertebrate studies and 
"additional studies in e-fate, ecotox and tox which were part of the Annex II dossier according to 
[the Other Party's] request''. In addition, the updated study list presented in the teleconference 
contains seven additional studies which were not included in the original offer and which the Other 
Party is open to share, while adding these studies changes the offer t~Euro. The Other 
Party further explained that "the offer covers a Letter of Access for the highlighted studies (no hard 
copies) for EU under BPR and sublicensing to affiliates". The Other Party presented that details used 
for calculation of the offer: 

1/ 50% of the total amount of 
• The Actual Overall Cost of the Data 
• Regulatory Management = 30% of the Overall Cost of Data 
2/ a risk compensation component representing 25% of the amount set forth in the point 1/. 
3/ a mark-up add-on of 10% of the amount due to the Other Party under point 1/. 

The Prospective Applicant "mentioned their expectation to get reconciliation in case additional 
parties will get access to the data package". According the Other Party, the Prospective Applicant 
was the only company at that moment seeking access to the data. 
The Prospective Applicant asked for a differentiation between hybrid, replacement and historical 
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Ref. Date Content Remark no. 

costs and the Other Party explained that "the replacement costs correspond to the costs [the Other 
Party] would budget for studies for internal projects, regardless if these are conducted internally or 
contracted out''. 
The Prospective Applicant pointed out that "they would not agree tc the calculation of costs, 
especially the risk fee, management fee and market taking into account the limitation of the offer to 
EU". Furthermore, the Prospective Applicant mentioned that the "formula of the calculation should 
be given in guidance document''. The Other Party was not aware of the specific guidance on 
calculation of costs and pointed out that the calculation used "corresponds to industry practices". 
The Prospective Applicant expressed their intention to follow up on the guidance document and to 
come back with counter proposal. 
The Other Party agreed to provide to the Prospective Applicant with the Assessment Report, an 
updated study list and a breakdown of costs study-by-study until 12/03/2015. The Other Party will 
not provide the CAR, while the Prospective Applicant is free to contact ECHA to get the access to the 
document. The Parties agreed to have a follow-up meeting on 30/03/2015. 

The Prospective Applicant states that the minutes of the teleconference contain "few inaccuracies" 

41 20/03/2015 
which the Prospective Applicant "would like to clarify and change for the record" next week. The 
Prospective Applicant requests to postpone the meeting scheduled of 30/03/2015 to enable them to 
better prepare the counterproposal for the data compensation offer. 

The Other Party agrees to postpone the meeting, proposing to schedule new from 08/04/2015 
42 24/03/2015 onwards. In addition, they express their willingness to receive from the Prospective Applicant 

comments on the meeting minutes. 

The Prospective Applicant informs the Other Party about the change of the negotiator on their part. 
In the attached letter, the Prospective Applicant provides thei r comments and a point of view on the 
cost calculation formula used in the offer of the Other Party and makes their counter offer. 

Attachment with 

43 28/07/2015 
The Prospective Applicant states that the baseline study costs offered by the Other Party are letter provided to 
"significantly higher than those [the Prospective Applicant] would pay to reputed GLP laboratories to ECHA only by the 

replicate the studies". They challenge the base line cost of the Other Party "as it is based on [the Other Party 

Other Party's] own internal assumptions and theoretical calculations which are at variance with 
normal industry practice". Furthermore, the Prospective Applicant states that they have obtained 
"quotes from [reputed GLP} laboratories and the discrepancy is very high". 
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Ref. Date Content Remark no. 

Concerning the management fee (30%) the Prospective Applicant states that "[t]he management 
fee applied[. .. ] is basically a way of recovering the cost of the Annex I inclusion efforts aside from 
the cost of studies themselves." The Prospective Applicant challenges this approach as the 
"objective of data sharing is to share the cost of the studies, not to recoup other costs which are not 
part of the study". Moreover, the Prospective Applicant states that "the baseline cost of the study 
calculated by [the Other Party] is derived from its own internal standard project budgeting which 
already calculates its full internal overheads, risk and management premiums as part of the 
standard project budgeting" and "[t]herefore management fees are not appropriate since these are 
already taken into account". 

The Prospective Applicant states that the proposed risk fee (25%) raises three Issues: 
1/ No risk fee should be applied as "the data package was initially developed by [the Other Party] 
for other purposes and used in other jurisdictions" and therefore "the risk, if any, has been spread 
over number of jurisdiction and regulatory areas and there is no additional risk left''. Moreover, the 
Other Party "has already neutralized the risk for those studies in the context of plant protection 
products"; 
2/ The Other Party did not have any additional risk in "submissions under BPD/BPR since the results 
of the studies were already known to [the Other Party] when submitting the dossier to EU 
authorities under the plant protection products system". 
3/ The method for calculation of risk premium is not acceptable because the risk premium is applied 
to sum of baseline cost and management fee. "Management is not a factor that attracts a risk 
premium". 

Concerning t he equal sharing of the costs, the Prospective Applicant states that "according to [the 
Other Party] there are no other applicants to date, as a result of which the cost is reduced by 50% 
only ([the Other Party] and [The Prospective Applicant]). In the above example [i.e. applying the 
cost calculation formula proposed by the Other Party] the charge is reduced to 81.25%". The 
Prospective Appl icant adds that "if additional applicants would obtain access rights these should be 
taken into account by way of reconciliation mechanism". 

Concerning the 10% mark-up for profit, the Prospective Applicant states that the "mark up departs 
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Ref. 
no. Date Content Remark 

from industry norm and is not accounted under the BBPR or similar systems. Data sharing does not 
trigger a profit but only a data sharing obligation". The Prospective Applicant refers to BPR and 
related guidelines on data sharing. 

The Prospective Applicant states that they find the proposed cost of access to the studies 
"excessive" and proposes "a more balanced, fair and objective way of calculating the overall data 
compensation fee" which takes into account baseline cost ('~uro based on GLP laboratory 
quotes") increased by 5% management and risk fee, decreased by multiplicat ion factor 0.5 due to 
use restrictions ("LoA /EU territory / BPR only") and decreased further by multiplication factor 0.5 
to reflect the number of companies with access rights ("currently two"). This calculation results to 
- Euro of the compensation to be borne by the Prospective Applicant. 

The Prospective Applicant further states that this calculation results in amount that is "significantly 
higher than the amount [the Prospective Applicant] would normally pay on the basis of a 
proportionate, volume-based share of the costs as per the model outlined in the REACH guidance" 
and therefore this counter offer should be perceived "as a compromise with a view to progressing 
matters", which "remains valid only until 18 August 2015" and " [b]eyond that date [ they] reserve 
the right to seek permission to refer to the [d]ata with ECHA". 

Finally, the Prospective Applicant states that they "look forward to receiving a draft data sharing 
contract with a related letter of Access for review". 

The Other Party acknowledges the receipt of the counter proposal and informs the Prospective 
Applicant that it needs to be discussed internally with management and that they will react on it in 

44 03/08/2015 the course of the week of 10/08/2015, while stating that " the completion of the agreement by [. .. ] 
envisioned deadline of August 18 is in theory still possible, but[. .. ] is rather ambitious target". The 
Other Party also states that they will start working on a draft data sharing contract. 

The Other Party expresses their surprise to be given the short t ime line for the feedback to the 
Prospective Applicant's counterproposal, g iven the fact that the Prospective Applicant has not been 

45 11/08/2015 in contact with the Other Party between 20/03/2015 and 28/07/2015. 

The Other Party states that they do "not agree with some of the points made in [the Prospective 
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Ref. Date Content Remark no. 

Applicant's] letter" and highlights that they have been transparent in describing the proposal and 
the underlying rationale. The Other Party continues that the mark-ups such as "the regulatory 
management reflect the additional efforts to design the strategy, prepare and write the dossier, pay 
the necessary fees and support the evaluation process in new regulatory environment'' and 
therefore they consider that It is "fair that this significant effort from the Data Owner which has 
lasted for 8 years is also compensated by [p]rospective applicants". Furthermore, the Other Party 
states that due to "the high uncertainty about the outcome in the absence of clear guidance 
document for Biocidal products [ ... ], it is considered appropriate that both studies and regulatory 
management investments are subject to risk premium". The Other Party recognizes that application 
of a mark-up for profit is unusual but continues that "all the above was based upon costs 
considerations and a company is not expected to invoice only its own costs". 

Finally, the Other Party proposes meeting between 13 and 21 August 2015 and requests the 
Prospective Applicant to provide "itemized quoted for the GLP laboratories by study and other 
reference material to make [the Prospective Applicant's] proposal more transparent". 

The Prospective Applicant explains the break in t he negotiations by the fact that after they had 
received CAR in the end of March they had done their own investigations "to refine the list of studies 
needed and ask quotations for each study in order to have an updated and documented quotation", 
thus "four months for such a task is not very long". The Prospective Applicant further explains that 
the quote has been requested from a EU-based GLP laboratory and the obtained quote is three 
times lower than the quote provide by the Other Party. 
The Prospective Applicant states that "the baseline cost indicated by [the Other Party] is based on 
its internal costs calculations which however are neither realistic nor can constitute the basis for 

46 13/08/2015 data sharing". The Prospective Applicant further states that the Other Party "do not provide any 
further refinements of [their] offer much less a counter-proposal other than asking [the Prospective 
Applicant] to provide with the basis for [the Prospective Applicant's] counter-offer". 
The Prospective Applicant provides the detailed list of studies and itemized cost against the costs 
claimed by the Other Party. The Prospective Applicant welcomes the proposal for meeting but 
indicates that meeting would be more fruitful after they have received from the Other Party "a 
revised quote along with a draft data sharing agreement for review". The Prospective Applicant 
expresses their impression that the Other Party seems to "remain[ ... ] fixed" on their position and 
gives as an example the request for mark-up for "profit'' of 10%. The Prospective Applicant states 
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that this mark-up is not an industry norm and that "data sharing is an obligation under the law in 
order to avoid the repetition of data generation and divide up the costs rather than an opportunity 
for a multinational company to make further profits". 
Finally, the Prospective Applicant reminds about their right to refer the matter to ECHA. 

The Other Party expresses their confusion with regards to the expectations of the Prospective 
Applicant, especially by "the lack of communication [. .. ] suggest[ing] that negotiations were on hold 
if not called off entirely", while "even while [the Prospective Applicant] were checking the cost 
elements, [the parties] could have progressed on other items during that time". Their confusion 
extends to current discussions regarding the meeting with the Prospective Applicant, while it is not 
clear if the meeting is desired or written statements are preferred instead. 

The Other Party urges the Prospective Applicant to provide specific list of [the Other Party] studies 
which the Prospective Applicant is willing to get access, the identity of the laboratory from which the 
quote for the counter-proposal was received, the protocol/guidelines used to comply the quote as 
well as the details how the costs of studies has been complied . 

47 14/08/2015 The Other Party points out that the study costs included to the offer have been conducted both 
internally and externally. Further, the Other Party states that costs include study monitoring costs 
wh ile it is not clear if this is included to the cost calculation provided by the Prospective Applicant in 
their counter-proposal. 

The Other Party points out that the main difference in the price offers "appears in the long term 
toxicology and ecotoxicology", continuing that the study costs quoted in the counter-proposal of the 
Prospective Applicant are "lower compared to published information such as the 2007 Fleicher 
evaluation". According to the Other Party "this affects the biggest portion of the costs" and " having 
an acceptable and complete long term study package for - is unrealistic". Therefore, the Other 
Party questions the evaluation the contract laboratory has done for the counter-proposal of the 
Prospective Applicant. 
Finally, the Other party encloses a proposed data access agreement. 

48 21/08/2015 
The Prospective Applicant "rejects[ ... ] to place the delay upon [the Prospective Applicant]'~ due to 
the time needed to prepare "a solid and documented counter-proposal" and states that they are 
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"yet to receive [the Other Party's] counter-offer". 

The Prospective Applicant states that price quoted by the Other Party, being "triple than the real on 
the current market'', when compared to the quote received by the Prospective Applicant raises 
many questions on how the Other Party has calculated their price and the Prospective App licant 
would like to "compare like for like" if the Other Party has independent invoices or quotes. The 
Prospective Applicant further points out that the 2007 Fleischer evaluation report is not official or 
legally binding document and the Prospective Applicant "do[ es] not see how Fleischer can overrule 
specific quotes obtained on [active substance] for biocidal use". 
The Prospective Applicant provides detailed overview of their offer with related breakdown. In 
addition, the Prospective Applicant lists the studies to which they would like to get the access. The 
Prospective Applicant states that if the Parties "are unable to reach an agreement by mid-next 
week, [the Prospective Applicant] will have no choice but to refer the matter to ECHA" and the 
Prospective Applicant requests the Other Party revert to them with a revised price offer before 
24/08/2015. 

The Other Party points out that the list of studies, for which the Prospective Applicant requires 
access, contains only 35 studies instead of 140 included to list of stud ies communicated in the 

49 24/08/2015 teleconference of 04/03/2015. The Other party indicates that they need to review the new list and 
they will revert to the Prospective Applicant with an offer based on this new list of studies "as soon 
as possible". 

so 26/08/2015 
The Prospective Applicant encloses the feedback on data access agreement commented also in their 
previous communication. 

51 26/08/2015 
The Other Party acknowledges having missed the initial [Prospective Applicant's] feedback on the 
draft agreement. 

The Prospective Applicant informs the Other Party that they "will send a request to ECHA in 
accordance with Article 63 of Regulation 528/2012 ("BPR") seeking permission to refer to the {Other 

52 26/08/2015 
Party's] studies and that "this email serves as a formal notification to you in accordance with the 
BPR guidelines". Further, they state that "since no agreement was found by the deadline, [the 
Prospective Applicant's] offer is no longer applicable and [they} revert for the time being to a 
volume-based proportionate share of the cost[ ... ]." 

Annankatu 18, P.O. Box 400, Fl -00121 Helsinki, Finland I Tel. +358 9 686180 I Fax + 358 9 68618210 I echa.europa.eu 



ECHA 17(18) 

EUROPEAN CHEMICALS AGENCY 

Ref. 
Date Content Remark no. 

The Other Party replies that they are "clearly meeting the timeline mid of the next week". as given 
by the Prospective Applicant in their message of 21/08/2015. They express their surprise to see the 
latest message from the Prospective Applicant and the low study costs the Prospective Applicant is 
quoting. The Other Party states that they "have no experience with such low study costs from 
reputable contract labs which are evaluated acceptable by regulatory agencies in the EU or USA". 
The Other Party continues stating that costs based on the Fleischer evaluation "shows that costs 
proposed by the Other Party were consistent with industry practices evaluated independently". The 
Other Party points out that certain studies are not considered in the quotation the Prospective 

53 26/08/2015 Applicant has provided and therefore the Other Party is "not in a position accept the costs proposed 
by the Prospective Applicant as basis for the toxicology package". 

The Other Party expresses their confusion "on the significant change in the scope of [the 
Prospective Applicant's] request" and continues that they would like "to understand what is the 
regulatory rationale for such dramatic change in [the Prospective Applicant's] expectations". 
Nevertheless, the Other Party addresses the request of the Prospective Applicant and makes a 
revised price offer of ~illion euro which relates to the costs of the 35 studies requested by the 
Prospective Applicant. 

Provided to ECHA 
54 28/08/2015 The Other Party encloses updated contract proposal (including mark-ups/comments). only by the Other 

Party 

The Prospective Applicant assures that the laboratories they have asked quotations are "at least as 
reputed as the one [the Other Party is] used to use". 

The Prospective Applicant states that they " find [the Other Party's] offer still extremely high". The 
Prospective Applicant repeats all the items of the cost calculation they d isagree including the basis 

Provided to ECHA 
55 03/09/2015 

for the baseline cost and related mark-ups (in particular "10% for profit'' since the Other Party " is 
only by the Other 

not here to make extra money") as well as the administration/management, risk and "other Party 
intangible costs" presented in the offer of the Other Party. In addition, the Prospective Applicant 
claims that that the Other Party has already partly absorbed the cost "with the inclusion of [active 
substance] in Annex I to Council Directive 91/414/EEC through Commission Directive - /EC". 

The Prospective Applicant expresses they view that their "approach and related offer is fair and well 
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balanced" and they expect to receive "an equally fair and well balanced offer from [the Other 
Party]". However, based on their experience the Prospective Applicant proposes "to move the 
discussions towards a more straight forward business deal". 

The Other Party comments that both parties "believe that their own offer meets the criteria of being 
fair, transparent and non-discriminatory" but there are certain cost items ("study costs, regulatory 
management and risk components as well as reasonable profit'') on which the parties have not been 
able to agree. 
The Other Party expresses their willingness "to explore a compromise which can be the basis of a Provided to ECHA 

56 07/09/2015 mutual agreement'', however asks the Prospective Applicant to clarity what is being meant with "a only by the Other 

more straight forward business deal". Party 

Finally, the Other Party expresses their belief that "a meeting would facilitate more interactive 
exchanges and[ ... ] design a possible agreement" and proposes a meeting in mid-September in 
Mannheim or Frankfurt. 

The Prospective Applicant welcomes the acceptance of the Other Party to "proceed on the basis of Provided to ECHA 
57 18/09/2015 an overall business proposal rather than a study-by-study technical discussion" and proposes a only by the Other 

meeting in m id-October in Brussels. Party 

58 18/09/2015 

59 18/09/2015 

60 22/09/2015 

61 24/09/2015 Provided to ECHA 
Arrangements for the meeting taking place in Brussels on 22/10/2015. only by the Other 

62 24/09/2015 Party 

63 12/10/2015 

64 13/10/2015 

65 14/10/2015 
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