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Scenario 1 - Comprehensive cooperation from the outset

Premise: General
willingness to share
data also in consortia

Cooperation before pre-
registration (substance
identity is known/
cooperation is tested)?.

yes

Preliminary Agreement
for Negotiations on a
Consortium
(Appendix B)

Decision to
cooperate in a
consortium?

Consortium
Agreement
{Appendix C)

SELLNER

Scenario 2 - Cooperation of SIEF-participants in a consortium

Eventually reference to
individual relevant
studies aooordina to Art.
30 REACH RG

Willingness to contractual

cooperation with SIEF-
participants?

Preliminary Agreement
on the Communication
in the SIEF
(Appendix D)

Limited cooperation
within the SIEF

Substance identity?

Decision to
cooperate in a
consortium?

Consortium
Agreement
(Appendix C)

DaAans & WIDMAIER

Grouping of
substances and
read-across
approach possible?




Scenario 3 - Limited cooperation within a SIEF - legally required data sh:

Eventually reference to
individual relevant studies
according to Art. 30
REACH RG

Limited cooperation
within

1o individual -
tudies

Permission to refer to the

full study report against

equal share of costs (Art.
30.1 REACH RG)

Agreement on granting a Agreement on rights to use

right to refer to registered individual studies for the
core data or individual purpose of registration
studies (Appendix G) (Appendix E)

Agreement on joint
submission of core data
ppendix F)
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