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Note

This Model Agreement, which is a supplement to the Model Consortium Agreement, was
developed on the basis of the practical and legal experience of the aforementioned law firm
and the Project Group. Consideration was given to the practical need for brief and simple
provisions. Thereby, other conceivable (more) detailed provisions were omitted.
Consequently, the Model Preliminary Agreement cannot and does not reflect all possible
constellations and problems occurring under actual conditions. Therefore, the model may not
be used as a standardised form for a consortium agreement. Rather, it is to be used as a
guideline and sample. In each specific case, a separate review must be conducted to
determine whether the provisions of the relevant model agreement are appropriate under
practical and legal aspects and whether any other provisions are required and suitable.

This Model Agreement is based on Regulation (EC) No. 1907/2006 of the European
Parliament and of the Council of 18 December 2006 and on the European law in force
(legidation and court rulings). Adjustments may be necessary in order to comply with the
national law applicable according to Section 1. par. 9.1 of this Model Agreement.

Agreement on granting a right to refer to registerel data

between
1. Alnc. -A-
and
2. BLtd

Kommentar [1]: “A Inc.” may
also conclude this agreement with
other companies. However, since
there will be no contractual relations
between “B Ltd.” and these other
companies, this model agreement
only concerns the relationship
between “A Inc.” and “B Ltd.".
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l. ,
Preamble ,

L

Kommentar [2]: If applicable:
according to the model in Appendix
D.

“A” and “B” are manufacturers, importers and/or Iypmepresentatives” of the substance ...
[designation of the substance with its chemical name, inclusive of CAS and EINECS
number] [optional: of substances of the substance groupdesignation of the substance ||
group with its chemical name]] — hereinafter: “the substance” — with registelnedd offices in ,‘//
the European Union. Prior to the conclusion of thizeement, the parties conferred with

I
I

each other on the questions concerning the sulsstatemtity pptional: within a “non-
disclosure and non-use agreement’] and definedsthstance identity according to the

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, ’

detailed specification iAnnex 1] J

“A” possesses the rights on the study XY for thel @oint Z pptional: of the Core Data
(definition hereinafter at Section Il. par. 1)]. /slee registered the substance using this study
[optional: these Core Data] on .[insert date] with the Agency and obtained the registration
number ... for this registration.

substance not pre-registeredpfional: as| pre-registered phase-in substance].

“B” obtained from “A” [optional: within the framework of a| “non-disclosure and nme

agreement”] a copy of the study summauptjonal: robust studysummary] of study XY for

end point Z submitted to the Agenaypfional: a copy of the full study report of study X\\f]\
[optional: a copy of the Core Data submitted to the Ageney]rfformation and examination.

\

\
\

Furthermore, “A” and “B” evaluated the study X¥pfional: the Core Data] according to . .

acknowledged standards. Based on this evaluatiey, agreed upon a fair, transparent and
non-discriminatory cost-sharing according to Adi@7 par. 3 and 6 and Article 30 par. 1
REACH Reg.

Taking the above into consideration, “A” and “B"rag as follows:

A

“B” wishes to register the same substance|as gphase-in substaricegtional: as & phase-in’ {

=

\ \sharing of costs.
\

Kommentar [3]: This sentence
is not needed if there is reference
(according to Art. 27 REACH RG)
to studies on non-phase-in-
substances or on phase-in-
substances which have not yet bee
registered. In such case, no SIEF
will be set up, and no other reason
for contractual conference on the
substance identity will exist. Rathe|
the Agency will officially assess the
substance identity on the basis of
the information submitted by the
prospective registrant (Art. 26 par.
(b) REACH RG) and on the
information already available to the
Agency. Thus, the participants can
act on the assumption that substan
identity is established by the
Agencyex officio. Nevertheless, the
potential as well as the previous
registrants may confer with each
other on the substance identity in
advance, voluntarily and outside o
the data-sharing-procedure
(according to Arts. 26 and 27
REACH RG).

>S5

[y

J

Kommentar [4]: Articles 26
and 27 REACH Reg. are applicable.

Kommentar [5]: Articles 26
and 27 REACH Reg. are applicable.

Kommentar [6]: This option
may be relevant if the registration
deadline valid for “A” is shorter
than the registration deadline valid|
for “B” and if “A” has registered
before receiving “B’s” request. Sud
a situation is not governed by
Articles 26 and 27 but rather by
Article 30 REACH Reg.

J

Kommentar [7]: If applicable:
according to the model in Appendix
D.

Kommentar [8]: Also for non
phase-in substances, it is
recommended to exchange the sty
summary or the full-study report in
advance — notwithstanding the fac
that the Agency assesses the
substance identity and the
applicability of the study.
Knowledge of the study is a useful

prerequisite for an agreement on the

Kommentar [9]: At present, the|
agreement on costs may be
concluded according to the rules s|
out inAnnexes 7 (i. e. the rules on
the valuation of studies) and 9 (co
key) to the Model Consortium

Agreement. According to Article 27
par. 3 and Article 30 par. 1 REACH
Reg., the costs must be shared in
fair/just, transparent and non-

-

e

-

discriminatory manner. Th(" 77




Il.
Agreement

Definitions

Affiliate: a corporation which controls, is controlled byiunder common control of a

regular member, with “control” meaning a combinexding stock of at least 50 %, via {Kommentar [10]: According to
. . . . e " | this definition, a minority share
direct or indirect ownership. +*" | cannotlead o the rights and dutie
of an “affiliate”. Corporations
i L. . holding minority shares of a regular
Core Data: the data to be submitted jointly by the consantiin all cases pursuant to | member can only be integrated int
’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’ S a consortium through membership

Article 11 par. 1.2 REACH Reg. The Core Data inelud R

Kommentar [11]: The term
“Core Data” is not a term derived

. . . . from REACH Reg. In the
- classification and labelling of the substancespant to Annex VI section 4 R TeTaT, (0 (i 75 0] (G 0

REACH-Reg.; data indicated in the definition.

- summaries of information derived from the appgima of Annexes VIl to Xl
REACH-Reg.;

- robust study summaries derived from the applcatf Annexes VII to XI, if so
required under Annex | REACH-Reg.;

- testing proposals where required by the appboatof Annexes IX and X
REACH-Reg.;

In addition, the definitions in Article 3 REACH Reapply.

Kommentar [12]: “B” obtained
.. . 7 | the study summaries or the study-|o

Provision of Smeltted daté 777777777777777777777777777777777777777777 e Core Data prior to the conclusion of

the agreement “for information and

i . . i examination”. This does not

“A” shall provide “B” with a copy of the submittestudy summarydptional: robust guarantee that the documents are

. i permanently at his disposal. It ma

study summary] of the study XYotional: as well as the full study reportijtional: of also be that the documents have

. only temporarily been left to “B”

the submitted Core Data of the substance]. before conclusion of the Agreeme]

=

This is the reason why section Il

par. 2 of this model stipulates a

Right to use contractual title to possession of tl
relevant documents. This clause i

e

only of declaratory nature and ma

“A” shall grant “B” the limited and non-transferablight to use the study summary ggc‘fj:‘n‘gﬁtds‘f,\,"iﬁ;'orl‘jt‘::r‘]"yefeg:ﬁcﬁon

[optional: \robust study summdry] of study XYtional: the whole set of the Core - \Kommenta, [13]: Article
10(a)(vi) REACH Reg.

Data] submitted by “A” and the permission to reietthe full studyjg:pg[tqufthfefsftyg\y . }
XY [optional: to the underlying studies of the Core Data] fa@r purpose of registration- . I }
of the substance by “B” pursuant to REACH Reg. Kommentar [15]: Hereby, the }

Kommentar [14]: Article
10(a)(vii) REACH Reg.

protection clause in Article 10(a)
last sentence REACH Reg. is
considered.

[optional: The permission also applies to “B’s” Affiliates.]



group ...[designation of the substance group with its chemical name] produced and/or
imported by him/herdptional: his Affiliates] on the study XYdptional: to a part or all

of the Core Data] if and to the extent the precto$ of the “substance group and
read-across approach” (pursuant to Annex XI secti6rREACH Reg.) have been met.
“B” shall inform “A” without delay about his/her fant to such reference.]

“A” shall issue “B” thd “letter of accesis” iAnnex 2 for the rights to use. “B” is entitled

~

“B” agrees to use the data provided to him/her@stgkly for the agreed-upon purpos\;e :
and to abstain from any other use — whether coniaieoc non-commercial. This
applies accordingly to the use by Affiliates.

[optional: clause on contractual penalties]

Cost-sharing

For the rights to use the study XWpfional: the Core Data], pursuant to par. 3 of thié
Agreement “B” shall pay “A” an amount of ... € (inding VAT, if applicable). This
paymentis due on ... .

[optional: For the right to refer to the studgptional: the Core Data] for registrations

within the framework of the “substance group anddracross approach” pursuant to
Annex Xl section 1.5 REACH Reg., “B” shall pay “A’share of costs in the amount of
... € (including VAT, if applicable). The paymentdse within one month after “B” has

informed “A” about his/her intent to refer to theidy.]

Exclusion of warranty

“A” does not give a warranty for the accuracy armtrectness of the study XY
[optional: the Core Data] or for the acknowledgment by themay during the dossier
evaluation according to Title VI REACH Reg. or the transferability of the results to
the substances produced and/or imported by “B”essl“A” caused the defect
deliberately or with gross negligence.

Confidentiality

The parties shall maintain confidentiality vis-&vthird parties concerning all
information made available to them in the conteixth@ cooperation and marked as

1

Kommentar [16]: Insert here
the precise definition of the
substance.

Kommentar [17]: This
obligation to inform shall enable
“A” to claim an additional cost
refund according to par. 4.2 of this
Agreement.

=
Kommentar [18]: The model
“letter of access” in Annex 10 of th
Model Consortium Agreement ma;
be used analogously.

J

=
Kommentar [19]: The model
“letter of access” in Annex 10 of th
Model Consortium Agreement ma

‘L be used analogously.

Kommentar [20]: The
constellation presumed in this

model is that “A” already registered.

Thus, at registration, “B” does not
need to submit himself/herself the
study summaries according to
Article 10(a)(vi) and/or (vii)
provided to him/her by “A”. The
“letter of access” is relevant for the
proof to have permission to refer tq
the full study report(s) pursuant to
Article 10(a) last sentence as well
pursuant to Article 13 par. 5

' | REACH Reg.

Kommentar [21]: A contractual
penalty may be appropriate for the|
protection against violations of the
rights to use. The clause may be
framed similar to Section VI par. 6
of the Model Consortium
Agreement.

e

as



confidential, unless REACH Reg. or other laws ciontn obligation to disclose the- -

respective information. “B’s” Affiliates are notHird parties” within the meaning oj
this provision. Confidentiality shall also be maimied for information commonly\
regarded as business sedrets. The aforementionégdatimms do not apply to‘

information which can be demonstrated as having lze&ilable to the public before \

receipt by the respective party or which becamdiptitrough no fault of the I’ECIpléht.‘\ \\

[optional: At registration, “B” shall file an application faron-disclosure pursuant fo \
Article 10(a)(xi) REACH Reg. with respect to infoation which may be kept secret
according to Article 119 par. 2 REACH FHeg “A” shatsist “B” as far as necessary,

especially by giving the necessary reasons foagipdication.]
“B” shall account for the observance of the abaguiations by its Affiliates.
[optional: clause on contractual penalty.] \

Perpetuation of the Agreement L

The mutual rights and obligations from this Agreemaemain unaffected if\\

circumstances occur which lead to discontinuatiériAds” or “B's” obligation to '
register. \

Competition law compliance

The parties are aware that activities under thisesAment could represent a matter to
which the application of Articles 81 and 82 EC Tyeapply. The parties explicitly

agree to comply with Articles 81 and 82 EC Tremicle 25 par. 2 REACH RdgL and
the Code of Conduct attachedAnnex 3. )

Final provisions

The law applicable in . [insert name of the state] applies without giving effect to any
rules on conflict of laws.

Jurisdiction to resolve disputes of the consortimmambers shall be given to/by the

Court of ...[insert town of the court].

[optional: |Arbitration clause]

This Agreement is concluded for an indefinite periof time. Unless otherwise
provided for, the rights and obligations agreedrupease by performance.

- Kommentar [29]: In

\ agreement at an earlier pq”_ 3]

| according to Art. 10 (@) (xi ", [4]

1 Kommentar [28]: Pursuant to

Lon production capacities,

Kommentar [22]: In particular,

it must be considered that pursuant
to Article 119 par. 1(e) REACH
Reg. the results of toxicological and
ecotoxicological studies must be
published. Under Article119 par. 2
study summaries will also be
published if non-disclosure has no
been requested. Furthermore, e. g|
Article 22 par. 1(e) REACH Reg.

lays down the obligation to submit
new knowledge of the risks of the

\\\ substance to the agency.

Kommentar [23]: E.g. US
TOSCA stipulates the obligation to
inform EPA on new knowledge of
risks (.. reporting).

Kommentar [24]: The ECJ
commonly regards “business
secrets” in need of being protecte
any and all operational or busines:
information meeting the following
criteria: The information is only
known to a closed group of persons;
the holder wishes to keep the
information secret; the holder has
legitimate interest in non-q ™ 2]

=
Kommentar [25]: The
confidentiality provision is of a
rather clarifying nature. It can be
assumed that the participants
concluded a confidentiality

Kommentar [26]: Study
summaries will be published if there
is no application of non-disclosure
(Article 119 par. 2(c) REACH
Reg.). If A filed an application

Kommentar [27]: In order to
ensure confidentiality, an agreement
on contractual penalties may be
suitable. The clause may be framed
similar to Section VI par. 6.1 of th

L Model Consortium Agreement

Article 25 par. 2 sentence 2 REACH
Reg. registrants shall refrain from
exchanging information concerning

their market behaviour, in particulgr
... [5] Ln

international agreements, it may be
difficult to agree on the applicable
law, as every party knows the law
the country of its origin best. The

law applicable in the coun(”, 1]

of

Kommentar [30]: In
international consortia, the
jurisdictional venue may be a
crucial issue in negotiations. In thel
case of dispute, it may be expedien

to agree upon the courtre( 7]

1)
S

1 Kommentar [31]: For a model

of an arbitration clause see Sectio
VIII. par. 2.2 of the Model

h

L Consortium Agreement.




Party (Company/Representative)

Kommentar [32]: Substance
specification according to the mode
of Annex 1 to the Model
Consortium Agreement.

- Kommentar [33]: The model

“letter of access” in Annex 10 of the
Model Consortium Agreement is tq
be used analogously.

Kommentar [34]: Code of
conduct according to Annex 4 of the
Model Consortium Agreement.




ATTACHMENT:
Members of the Project Group and Contact Persons dhe relevant Law Firm

Dr. Alex Féller (Managing Director TEGEWA) (Chairmg
Hans-Hermann Nacke (Managing Director VCI) (Chainjna
Lothar Noll (Managing Director'6World Surfactants Congress GmbH)
Claudia Aubel-Pump (VCI)

Dr. Anja von Hahn (BASF)

Dr. Dieter Fink (VCI)

Dr. Jurgen Fluck (BASF)

RA Frank Froeschle (Bayer)

Dr. Claus-Dierk Hager (Sasol)

Marc Alexander Rudnik (Clariant)

Dr. Stefan Scholl (Cognis)

Dr. Markus Schrader (Degussa)

Dr. Michael Top (Kao)

From the Law Firm of REDEKER SELLNER DAHS & WIDMAIE R
Please contact:

Dr. Horst von Holleben, Attorney-at-Law
Kurflrstendamm 218

D-10719 Berlin

Phone: +49/30/88 56 65-0

Fax: +49 / 30/ 88 56 65-99

E-mail: holleben@redeker.de

Hartmut Scheidmann, Attorney-at-Law
Kurfurstendamm 218

D-10719 Berlin

Phone: +49/30/88 56 65-0

Fax: +49 / 30/ 88 56 65-99

E-mail: scheidmann@redeker.de

Dr. Andreas Rosenfeld, Attorney-at-Law
Avenue de Cortenbergh 60

B-1000 Brussels

Phone: +32/2/738092-0

Fax: +32/2/738092-9

E-mail: rosenfeld@redeker.de



Seite 3: [1] Kommentar [9]

At present, the agreement on costs may be corgtlacerding to the rules set outAnnexes 7 (i. e. the rules
on the valuation of studies) and 9 (cost key) ®Nwodel Consortium Agreement. According to Arti2lé
par. 3 and Article 30 par. 1 REACH Reg., the cosistrbe shared in a fair/just, transparent and non-
discriminatory manner. The cost-sharing guidangeehdly to be issued by the Agency (according ttdle
77 par. 2 REACH Reg.) might provide a basis. Howgethis guidance does not yet exist and the Agesicy i
not obliged to issue it. Preparatory work is doriiw RIP 3.4. However, this work is not yet finezh
(present state: Final draft guidance document RIRe/iew 02 May, 2007). The remarks on cost sharing
the draft RIP 3.4 known to date rely to a greaempixbn the works on study valuation and cost shanirthe
Cesio proposals from December 2005. Annexes 7 afidi® Model Consortium Agreement (Appendix C)
contain updated versions of these proposals. THedsaf the model agreements are convinced thatRes
7 and 9 of the Model Consortium Agreement (Apper@ixpropose a fair, transparent and non-discrironyat
cost-sharing and can thus form the basis of “Bldigation to bear costs.

Seite 6: [2] Kommentar [24]

The ECJ commonly regards “business secrets” in agkding protected any and all operational or bessn
information meeting the following criteria: The imfoation is only known to a closed group of persdhs;
holder wishes to keep the information secret; thiddr has a legitimate interest in non-disclosdréne
information (see FlucKlransparenz, Schutz von Unternehmensdaten und Zwangskonsortien im geplanten
REACH-System, in: Rengeling (Ed.), “Umgestaltung des EuropéaiasdBbemikalienrechts durch Europaische
Chemikalien-Politik”, 2003, p. 123).

Seite 6: [3] Kommentar [25]
The confidentiality provision is of a rather claitfg nature. It can be assumed that the participemtcluded a
confidentiality agreement at an earlier point —-dbefexchange of information. They should have dane s

Seite 6: [4] Kommentar [26]
Study summaries will be published if there is ppleation of non-disclosure (Article 119 par. 2REEACH
Reg.). If A filed an application according to AtD (a) (xi) REACH RG within his/her registrationgtAgency
will decide on the validity of the justificatiorf. IB” just refers to the study summaries submitigd'A” via
“letter of access”, “B” may not need to file himsah application according to Art. 10 (a) (xi).

Seite 6: [5] Kommentar [28]

Pursuant to Article 25 par. 2 sentence 2 REACH Ragjstrants shall refrain from exchanging inforimat
concerning their market behaviour, in particulapooduction capacities, production or sales volyrimeport
volumes or market shares.

Seite 6: [6] Kommentar [29]

In international agreements, it may be difficolaigree on the applicable law, as every party krtbevsaw of
the country of its origin best. The law applicalrid¢hie country of “A’s” registered office may suggiself as
a good solution.

Seite 6: [7] Kommentar [30]

In international consortia, the jurisdictional wvenmay be a crucial issue in negotiations. In ds2of dispute,
it may be expedient to agree upon the court resplenfor “A’s” registered head office as the congret
jurisdictional venue. In any case, this should teststent with the agreed-upon applicable law (see
Commentary [29]).



