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use that may be made of the information contained in this document.
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Preface

This guidance document describes the data sharing mechanisms for phase-in and non-
phase-in substances under REACH. Itis part of a series of guidance documents that are
aimed to help all stakeholders with their preparationin fulfilling their obligations underthe
REACH regulation. These documents coverdetailed guidance forarange of essential REACH
processes as well as for some specific scientificand/or technical methods thatindustry or
authorities need to make use of under REACH.

Theguidancedocuments weredrafted and discussed involving all stakeholders: Member
States, industry and non-governmental organisations. The European Chemicals Agency
(ECHA) updates these guidance documents following the Consultation procedure on
guidance

(http://echa.europa.eu/documents/10162/13608/mb 63 2013 revision consultation pr
ocedure guidance en.pdf). These guidance documents can be obtained via the website
of the European Chemicals Agency (http://echa.europa.eu/guidance-
documents/guidance-on-reach). Furtherguidancedocumentswillbe published on this
websitewhentheyare finalised orupdated.

The legal reference for the document is the REACH Regulation (EC) No 1907/2006 of the
European Parliament and of the Council of 18 December 2006.

! Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals
Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission
Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives91/155/EEC,
93/67/EEC,93/105/ECand 2000/21/EC.


http://www.echa.eu/web/guest/support/guidance-on-reach-and-clp-implementation/consultation-procedure
http://www.echa.eu/web/guest/support/guidance-on-reach-and-clp-implementation/consultation-procedure
http://echa.europa.eu/documents/10162/13608/mb_63_2013_revision_consultation_procedure_guidance_en.pdf
http://echa.europa.eu/documents/10162/13608/mb_63_2013_revision_consultation_procedure_guidance_en.pdf
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
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1 DOCUMENT HISTORY

Version ‘ Comment Date

Version 1 First edition September
2007

Version 2 Full revision of the Guidance addressing structure and April 2012

content. Thewhole Guidance hasbeenrevised by correcting
ordeleting mistakes and inconsistencies related tothe
actualimplementation of the data sharing processes, and
to the roles and duties of the involved actors. The content
has been reworked with the aim to restrict the scope to Title
III of the REACH Regulation and to add the description of
dispute processes. The structure has been reviewed to
renderthe documentclearerand more readable.
Information already covered by technical manuals or
falling under the scope of other guidance documents has
been removed and link provided.

Theupdateincludesthefollowing:

- Revision of section 1, by eliminating and amending out of
date information and restructuring the text in order to
reflect the Guidance update. The order of the subsections
has been modified. Addition of list of key principles for
data sharing identified during the first years of the actual
implementation of the data sharing processes.

- Amendment of section 2 on Legal references in order to
better cover the data sharing disputes.

- Creation of 2 main sections (3 and 4) covering respectively
data sharing for phase-in substance within SIEFs and data
sharing for non-phase-in substances through the inquiry
process.

- Original sections 3, 4 and 5 have been merged in new
section 3 in order to cover the full data sharing process
for phase-in substances, from pre-registration to SIEF
operation. A new sub-section addressing the scenario
where new co-registrants need to join an existing joint
submission has been added. Out of date information has
been deleted. The information about pre- registration
has been revised and reduced in order to focus on late
pre-registration and actors entitled to late pre-register.
Technical information has been removed and replaced by
references to existing manuals. Information concerning
substance identification and sameness of substance has
been reduced and replaced by references to specific
guidance. Subsection on the list of pre-registered
substances and related actions has been updated.
Information on lead registrant has been updated and
reduced by giving reference to the Guidance on
Registration. A new sub-section with more details on SIEF
agreements and possible elements which could be
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included has been added.

The sub-section covering the right to refer to data and
legitimate possession has been updated in order to
reflect the latest CARACAL decision and clarify the
concepts.

- A new sub-section covering data sharing disputes
according to Article 30(2) and 30(3) and on available
legal remedies against ECHA decisions has been created
and included in new section 3 on data sharing within
SIEFs.

- Section 4 on Inquiry process has been revised by
eliminating out of date information and amending the
text according to the current practice. Information to be
submitted in the inquiry and possible outcomes of the
process has been added. The stepwise workflow has
been extended and better described in order to provide
comprehensive set of information to those involved in
the inquiry process. A new sub-section addressing the
scenario where new co-registrants need to join an
existing joint submission has been added.

- New sub-section covering data sharing disputes
according to Article 27(5) and available legal remedies
against ECHA decisions has been created and included in
new section 4 on data sharing for non-phase-in
substances.

- The section on joint submission has been updated to
take account of current practice and the information on
lead registrant has been merged in section 3. A new
sub-section covering post- registration data sharing
obligations has been added.

- The section on Cost Sharing has been revised in order to
correct editorial mistakes and clarify the language
without any substantial changes. It has been explained
that the section covers the sharing of cost related to
studies, but other costs related to SIEF activities need to
be considered in cost sharing models.

- The section on Forms of Cooperation has been revised in
order to correct editorial mistakes and clarify the
language. A hew example suggesting an alternative form
of cooperation has been added.

- The section on Competition Law has been revised by
replacing the reference to EC Treaty by a reference to
the Treaty on the Functioning of the European Union
(TFEU).

- Deletion of Annex 1 and inclusion of updated charts in
the relevant sections of the Guidance.

- Deletion of Annex 2 and inclusion of the examples in the
relevant sections of the Guidance. Only minor changes
and corrections have been made.

- Deletion of Annex 3 and inclusion of the information
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relevant for data sharing in the main text. Reference to
Guidance for Downstream Users made when relevant.

- Deletion of Annex 5 and inclusion of cost sharing
examples in the relevant section. The examples 9
(“Volume factors”) and 10 ("New parties”) have been
replaced by new examples. Only minor changes and
corrections have been made to the other examples.

- Deletion of Annex 6.

- Reference to the Data Submission Manuals, REACH-IT
Industry User Manuals and Practical Guides published by
ECHA. A new annex listing all the documents mentioned
in the guidance has been added.

- Special "NB boxes” have been added throughout the
document to draw the reader’s attention to important
concepts and reminders that particular attention should
be paid to.

- Editorial corrections.

Version 3.0 | Fyl| revision of the Guidance to take into account and Xxx 2016
implement the provisions laid down in the Commission
Implementing Regulation (EU) 2016/9 on joint
submission and data sharing. Several key aspects
covered in the guidance have been reviewed in order to
reflect the new clarifications in the new Regulation (in
particular cost sharing mechanisms, Joint submission
obligations, cooperation agreements, disputes). Obsolete
information has been deleted and latest experience on
data and cost sharing implemented.

The update includes the following:

- Revision of Section 1 by improving the definition of
phase- and non-phase-in substances and underlying the
data sharing obligations among registrants of both types
of substances. Integration of key principles from the
Implementing Regulation.

- Revision of Section 2 by adding reference to the
Implementing Regulation and description of its Articles.

- Revision of Section 3 on data sharing rules for phase-in
substances by eliminating or amending out of date
information and underlying the remaining applicability of
the pre-registration. Introduction of the concept of
Substance Identity Profile and its importance for SIEF
formation. Introduction of key issues to be included in
every data sharing agreement according to the
Implementing Regulation. Shift of the burden of the data
sharing activities from the Lead Registrant to the co-
registrants in general. Introduction of need to agree on a
cost sharing mechanism which includes a reimbursement
mechanism. Clarification about information to be
provided to new potential registrant has been added.
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Sections on data sharing disputes according to Article
30(3) swapped and revised to align with current
practices.

- Revision of Section 4 on inquiry by eliminating or
amending out of date information and further clarifying
the applicability of the 12-y rule. Concept of Co-
Registrant page added. Concept and importance of SIP
added. Clarified that data sharing obligations apply to
inquirers and pre-registrants/SIEF members together.
Sections on disputes revised to align with current
practices.

- Revision of Section 5 on costs haring by explaining the
requirements clarified by the Implementing Regulation (in
particular itemisation and distinction between study and
administrative costs). Clarification about administrative
costs and what could include added. Clarification about
applicability of risk premium added. Need to consider
possible future costs and variable number of co-
registrants stressed. Cost sharing examples reviewed.

- Section 6 on joint submission revised by stressing the
OSOR principles and its applicability to both inquirers and
SIEF members together. New subsection on
intermediates and possibility to submit a parallel joint
submission added. Concept and relevance of the SIP
concept added. Added the option foreseen by the
Implementing Regulation to make use of the right to opt-
out from the jointly submitted data in case it can
ascertain that it does not need to share vertebrate data.
A new subsection about disputes concerning the access to
the joint submission has been added

- Section 7 on competition rules further developed by
adding reference to Article 102 TFEU and to the
prohibition to abuse dominant positons.

- In section 8 on forms of cooperation it has been further
stressed and described the potential high variability of
the agreements and forms of cooperation.

- Annex 1 on data exchange form updated.

- Addition of new Annex 3 listing the sections relevant
under the Biocides Product Regulation.

- Addition of new Annex 4 with examples of cost
itemisation.

- Flowcharts updated to align with current practice and
updated text.

- Reference to Industry User Manuals and Data
Submission Manuals removed; reference to help text
embedded in REACH IT and to the "Manuals on
preparation of REACH and CLP dossiers” included.

- Editorial corrections.
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ABBREVIATIONS

CAS Chemical Abstracts Service

CBI Confidential Business Information

CMR Carcinogen, Mutagen and Reprotoxic

CSR Chemical Safety Assessment

DNEL Derived No-Effect level

DSD Dangerous Substance Directive (67/548/EEC and related ATPs)
DU Downstream User

ECHA European Chemicals Agency

EINECS European Inventory of Existing Commercial Chemical Substances
ELINCS European List of Notified Chemical Substances

EPA US Environmental Protection Agency

EU European Union

GLP Good Laboratory Practices HPV High Production Volume

IUCLID International Uniform Chemical Information Database

IUPAC International Union of Pure and Applied Chemistry

LE Legal Entity

LR Lead Registrant

MS EA Member State Enforcement Authority

OECD Organisation for Economic Co-operation and Development

OR Only Representative

(Q)SAR (Quantitative) Structure-Activity Relationship

REACH Registration, Evaluation, Authorisation and restriction of Chemicals
RMRisk Management Measure

RSS Robust Study Summary

SDS Safety Data Sheet

SIEF Substance Information Exchange Forum

NB: A comprehensive list of definitions of relevant terms is available consulting the ECHA-
Term database on the ECHA website (http://echa-term.echa.europa.eu/.
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1. INTRODUCTION

1.1. Objective of the guidance document on data sharing

The present guidance document aims to provide practical guidance on the sharing of
data as required under REACH, within the same SIEF and between different SIEFs for
phase-in substances and between multiple registrants of the same non-phase-in
substances.

The structure aims to allow the main set of information related to phase-in
substances and to non-phase-in substances to be discussed in separate dedicated
sections (respectively sections 3 and 42). Subsequently the guidance addresses cost
sharing mechanisms and the joint submission obligation which apply to both phase-
in and non-phase-in substances (sections 5 and 6).

The Guidance contains practical recommendations to help companies meet their data
sharing obligations and includes a detailed description of the following processes:

e (Late) pre-registration;
e The formation of a SIEF;

e Data sharing for phase-in substances (within a SIEF) and potential related data
sharing disputes;

¢ Data sharing for non-phase-in substances and potential related data sharing
disputes;
e Mandatory joint submission of data.

Figures and examples are provided in each section in order to support the description
and explanation of each specific process.

Specific explanations on cost sharing mechanisms, on the protection of Confidential
Business Information (CBI), on competition rules, and on forms of cooperation,
including consortia are also provided.

1.2. Overview

The REACH Regulation 1907/2006 of 18 December 2006 sets up a system for the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) and
establishes the European Chemicals Agency (ECHA).

1.2.1. Registration obligation

Since 1 June 2008, companies manufacturing chemical substances in the EU? or
importing them into the EU in quantities of 1 tonne or more per year have been
required to register them under REACH. The registration obligation also applies to
companies producing or importing articles containing substances present in

2 Note that some of the provisions and recommendations which apply equally to both phase-in and non-
phase-in substances are not repeated but reference is provided.

% The terms ‘EU’ used in this document covers the States belonging to the European Economic Area. The
EEA is composed the EU Member States and Iceland, Liechtenstein and Norway.
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quantities of 1 tonne or more per year that are intended to be released. Registration
requires the submission of relevant and available information on intrinsic properties of
substances, as per the requirements set out in the relevant Annexesto REACH. For
substances manufactured orimported in quantities of 10 tonnes or more a Chemical
Safety Report has also to be submitted.

NB: Specific mechanisms and procedures have been introduced by REACH to enable
companies to share existing information before submitting a registration dossier in
order to increase the efficiency of the registration system, to reduce costs and to
reduce testing on vertebrate animals.

1.2.2. Phase-in and non-phase-in substances

The Regulation sets out different procedures for registration and data sharing of
“existing” substances, i.e. substances already manufactured or placed on the EU
market before the entry into force of the REACH Regulation on 1% June 2007 and not
subject to the notification requirement according to Directive 67/548/EEC (“phase-
in”, as defined in Article 3(20)), and “new” substances (so-called “non-phase-in”).

Phase-in substances are substances which:

e are listed on the European Inventory of Existing Commercial Chemical
Substances (EINECS?) (Article 3(20) (a)) or

e were manufactured in any of the current Member States of the EU without
being placed on the market by the manufacturer or importer in the 15 years
before REACH came into force® (i.e. during the period starting from 31 May
1992 and ending on 31 May 2007) (Article 3(20)(b)) provided that the
manufacturer or importer has documentary evidence of this, or

e wereplaced onthe marketinany of the current Member States of the EU by the
manufacturer or importer before the entry into force of the REACH Regulation,
andthey are the so-called ‘no-longer polymer’ substances (NLP). A NLP is a
substance which was considered as having been notified in accordance with
the first indent of Article 8 (1) of Directive 67/548/EEC in the version resulting
from the amendment effected by Directive 79/831/EEC (and hence did not
have to be notified under that Directive), but which does not meet the REACH
definition of a polymer. Also in this case, the manufacturer or importer must
have documentary evidence that he placed the substance on the market, that
it was a NLP and that the substance was placed on the market by any
manufacturer or importer between 18 September 1981 and 31 October 1993
inclusive.

Non-phase-in substances can be broadly defined as the “new” substances. They
include all substances that do not meet the definition of a phase-in substance, as
given in Article 3(20) of the Regulation.

4 The list was “frozen” and no more substance can be added to it. The full list of EINECS substances is
part of the EC Inventory accessible on the ECHA website at: http://echa.europa.eu/information-on-
chemicals/ec-inventory.

® If the substance would have been placed on the market by the manufacturer or importer, it would
normally have been notified under Directive 67/548/EEC and in that case it will be considered as
registered.
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It is to be underlined that the “phase-in” or "non-phase-in” status is not an intrinsic
characteristic of a certain substance. The same substance can in effect be phase-in
for company A and at the same time non-phase-in for company B. This can be the
case, for example, when company B manufactured and placed on the market during
the 15 years before the entry into force of REACH a substance that was not included
in EINECS and is not a NLP while company A manufactured the same substance
during the 15 years period before the entry into force of REACH but never placed it
on the EU market during that period.

For more details on the phase-in or non-phase-in status of a substance, please consult
the Guidance on Registration available on the support section of the ECHA website at
http://echa.europa.eu/guidance-documents/guidance-on-reach.

1.2.3. Transitional regime for registration

Phase-in substances that are (late) pre-registered can benefit from extended
registration deadlines as per Article 23. Registration is nevertheless required before the
end of the (extended) registration deadline (see Figure2insection3.1.2).

Non-phase-in substances that are to be manufactured or imported in quantities of

1 tonne or more per year, cannot benefit from extended registration deadlines and have
to be registered by the company before the start of its activities. The same applies to
phase-in substances that have not been pre-registered.

1.2.4. Pre-registration and late pre-registration

According to Article 23, in order to benefit from the extended registration deadlines,
each potential registrant of a phase-in substance manufactured orimported in
quantities of 1 tonne or more per year is required to“pre-register”the phase-in
substance concerned. The period for pre-registration was from 1 June 2008 until

1 December2008.

NB: Without pre-registration, substances need to be registered before they are
manufactured in or imported into the EU or placed on the EU market, and cannot
benefit from the extended registration deadlines.

REACH lays down a special provision in order to allow legal entities manufacturing or
importing phase-in substances in quantities of 1 tonne or more for the first time (by
that legal entity) after 1 December 2008 to be able to benefit from the extended
registration deadlines. These companies may use the option of the “late pre-
registration” and submit the pre-registration information to ECHA in accordance with
the conditions of Article 28(6) of the REACH Regulation. For more details on the late
pre-registration option, and in particular on who can still benefit from it, please
consult section 3.1.

As was the case for pre-registration, late pre-registration is to be made through the
REACH-IT system managed by ECHA. For technical details please consult the help
text integrated in the REACH-IT application itself.

For each pre-registered substance a dedicated pre-SIEF page is created with the aim
of bringing pre- registrants together and facilitating the formation of a SIEF.
Similarly, late pre-registrants are included in any existing pre-SIEF page.

After 1 January 2009, the list of all substances pre-registered by companies before
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1 December 2008 was published on ECHA’s website, together with the corresponding
first envisaged registration deadline for each substance on the list. The list is
available on the ECHA website at http://echa.europa.eu/information-on-
chemicals/pre-registered-substances. It also contains names and other identifiers of
substances that pre-registrants have indicated as being related substances®.

1.2.5. Inquiry prior to registration

The duty to inquire applies for non-phase-in substances and phase-in substances
that have not been pre-registered by a potential registrant and cannot benefit from
the late pre-registration option. The inquiry process requires potential registrants to
inquire from ECHA whether a registration has already been submitted for the same
substance. This is to ensure that data are shared by the relevant parties, so that the
requirement for joint submission of data, according to Articles 11 and 19, may be
complied with.

1.2.6. Substance information exchange forum (SIEF)

Article 29 of REACH provides for the formation of a SIEF to share information among
manufacturers and importers of the same “phase-in” substance, as well as allowing
participation of data holders (e.g. downstream users) and other stakeholders to
prevent duplication of testing, especially testing on vertebrate animals.

According to Article 29(2), the aims of the SIEF are:
1. tofacilitate data sharing for the purposes of registration, and

2. to agree on the classification and labelling of the substances concerned; as
a general rule, there will be one SIEF for each phase-in substance.

In a first step, pre-registrants of substances with the same identifier have to
establish whether their substance is the same for the purpose of data sharing and
joint submission. This should be done on the basis of the criteria set out in the
Guidance for identification and naming of substances under REACH and CLP. Once
agreement on the sameness of the substance has been reached, the SIEF is formed.
For more detailed information, please consult sections 3.1 and 3.2.

Other stakeholders (such as manufacturers and importers of the substance in
quantities of less than one tonne, downstream users and Third Parties’ - hereinafter
“data holders”) who hold information on the substance appearing on the list, are
then able, on a voluntary basis, to:

1. signinto REACH-IT
2. beinsertedintothe pre-SIEF page
3. inform that they too hold relevant information.

Any registrant of the same substance that has registered his substances before the
extended registration deadline is a mandatory member of the SIEF (whether or not

6 Related substances are substances which may be used for (Q)SAR, grouping (or category approach) and
read-across (REACH regulation, Annex XI; Section 1.3 and 1.5)

7 These include companies holding information on classification and labelling which may not be obliged to
join a SIEF but may be willing to share such information. For more information, please consult the
“Introductory guidance on the CLP Regulation” available at http://echa.europa.eu/guidance-
documents/guidance-on-reach. Furthermore non EU companies are also able to join a SIEF as data
holders when they are willing to provide and share relevant information.
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he is included on the pre-SIEF page). Registrants of the same substance who
register at any time following an inquiry do not formally become members of the
SIEF but they still have to fulfil the obligations related to data sharing and joint
submission (see sections 4 and 6 for more details).

Pre-registrants in a SIEF are free to start organizing themselves as they see fit to
carry out their obligations under REACH. They may use SIEF itself as a form of co-
operation or different forms of cooperation to do so, including the creation of a
“consortium”, to fulfil their data sharing obligations and/or to meet other objectives
under REACH. Likewise, it is possible that a SIEF consist of more than one
consortium and a number of independent parties. For more information on possible
forms of cooperation and examples please consult section 8 of this Guidance.

1.2.7. Joint submission of data

Potential registrants are required to organise themselves in order to submit jointly
information on their substances which are considered to be the same (“one
substance = one registration” principle).

AsperArticles11(1) and 19(1), multiple registrants forthe same substance, whether
phase-in or non-phase-in, must:

1. givetheirassenttotheoneregistrant who will first submit joint parts of
the dossier;

2. submit jointly the information on the intrinsic properties of the substance in
their registration dossier as per the requirements set in Article 10.

In addition potential registrants may decide to submit jointly part or the whole
Chemical Safety Report (CSR)® and to agree that the Guidance on safe use may be
part of this joint submission.

NB: In cases where companies decide to opt-out from part(s) or all information (to
be) submitted jointly by other co-registrants, their dossier will be identified by ECHA
for prioritisation for compliance check according to Article 41(5)(a).

Due to the specificity of their situation (in terms of reduced information
requirements), for practical reasons registrants of substances used only as
intermediates, are technically allowed to form a parallel joint submission for
intermediates only (see section 6.2 for more detailed information).

8 For more information about the submission of a fully or partially joint CSR, refer to the Manuals on
preparation of REACH and CLP dossiers available on the ECHA web site at http://echa.europa.eu/manuals.
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appoint a lead registrant as early as possible

Figure 1: Overview of the process of the joint submission of data
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1.2.8. Data sharing disputes

The REACH Regulation provides for procedures which can be followed in cases where
registrantsdonot reach anagreementonthesharing ofinformation.

Article 27 sets the rules in relation to disagreement on information regarding non
phase-in substances and Article 30 sets the rules in relation to disagreement on
information regarding phase-in substances.

The dispute procedures follow certain steps and timelines. They can be managed
without legal support and are free of charge.

1.3. Key principles for data sharing and joint submission

REACH requires existing registrants and/or potential registrants to make every effort
to ensure that the cost of sharing the information required for registration are
determined in a fair, transparent and non-discriminatory way. In this respect, Title III
of the REACH Regulation lays down specific provisions for phase-in and non-phase-in
substances. The Implementing Regulation (EU) 2016/09 on joint submission and data
sharing® (which entered into force on 26 January 2016) established rules to ensure an
efficient implementation of the already existing data-sharing and joint submission
obligations.

The obligation to make every effort applies to any information requested whether it
concerns data involving testing on vertebrate or other data not involving testing on
vertebrate animals or conditions of access to joint submission.

Parties are required to share the cost of information they need to submit. This applies
also to the administrative costs. If a party already has valid data for a certain
endpoint, he should not have to pay for that data again.

All parties must fulfil their data sharing obligations in a timely manner. Potential
registrants are encouraged to allow a reasonable time for the negotiations before the
registration and to initiate their efforts early to ensure the sharing of the information
even before the actual submission of the joint dossier.

As data sharing activities take place outside REACH-IT, companies are advised to
carefully record any communication with another party, as this may be requested by
ECHA in the context of a data sharing dispute claim or by national competent
authorities for enforcement purposes.

In accordance with the Implementing Regulation co-registrants have to keep detailed
documentation of the cost incurred in relation to data-sharing. In the absence of such
detailed documentation parties have to make every effort to collate proof or to make
the best approximation of such costs.

Fees and revenues originating from data-sharing activities should solely serve to
cover budget needs for preparing and maintaining registration dossiers (not for profit
principle).

In accordance with REACH, ECHA has set up procedures to assist in the resolution of
data sharing disputes. Data sharing dispute procedures must be initiated as a last

° Commission Regulation (EU) 2016/9 on joint submission and data-sharing in accordance with Regulation
(EC) No 1907/2006 of the European Parliament and of the Council concerning the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH), OJ L 3, 6.1.2016, p.41.
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resort, i.e. only after all the possible efforts and arguments have been exhausted and
the negotiations have failed.

A potential registrant initiating a data sharing dispute procedure with ECHA must
demonstrate the efforts made by all the parties to reach an agreement and must
provide appropriate documentary evidence.

Pending the processing of a data sharing dispute, ECHA encourages all parties to
continue making every effort to reach an agreement.

The ECHA decision on any dispute will be based on an assessment of the parties’
respective efforts to reach an agreement on the sharing of the data and its costs in a
fair, transparent and non-discriminatory way. A potential registrant can only expect a
favourable decision from ECHA if it is evident from the information made available
that he has made every effort to reach an agreement before contacting ECHA.

Beside data sharing obligations, the registrants of the same substance, whether
phase-in or non-phase-in, shall also fulfil their obligation to submit jointly data in
accordance with Article 11 or 19 of the REACH Regulation. Existing registrants and/or
potential registrants are required to make every effort to ensure that the costs of the
joint submission are also determined in a fair, transparent and non-discriminatory
way.

1.4. Links to other REACH guidance documents and
technical documents

Potential registrants and data holders are encouraged to take into account other
relevant Guidance documents, in particular the Guidance on registration.

Most importantly, potential registrants should consult carefully the Guidance for
identification and naming under REACH and CLP, for the determination of the identity
of their substance.

The Guidance on information requirements and Chemical Safety Assessment will
provide details on how to fulfil the information requirements on intrinsic properties of
substances, including how to obtain and evaluate available information from sources
including publicly available databases (also by read-across and other non-testing
methods, in vitro test methods and human data) and special factors affecting
information requirements and testing strategies. Furthermore, Part F of the latter
document provides detailed methodological guidance on how to complete a Chemical
Safety Report (CSR).

The duties of downstream users are covered in the Guidance for Downstream Users.

All these ECHA guidance documents are available on the “support” section of the
ECHA web site at: http://echa.europa.eu/quidance-documents/guidance-on-reach.

NB: Other and more technical documents have been issued to support the potential
registrants to fulfil their REACH obligations: Questions & Answers (e.g. on inquiry, on
data sharing and related disputes, etc.; available at
http://echa.europa.eu/support/gas-support/gas) and Manuals (available at
http://echa.europa.eu/manuals). Furthermore help text is provided within REACH-IT
to support the user.
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1.5. Link to the CLP regulation and related guidance

The CLP Regulation (EC)No1272/2008 doesnot containany provisionson datasharing.
Nevertheless, manufacturers, importers and downstream users who are not subjectto
registration under REACH can contribute as data holders to the SIEF process. Thisis
further explained in the Introductory Guidance on the CLPRegulation available at:
http://echa.europa.eu/web/quest/guidance-documents/guidance-on-clp.

1.6. Link to BPR and related guidance

According to Article 63(1) and (4) of the Biocidal Products Regulation (EU) No
528/2012, applicants "shall make every effort to reach an agreement [with data
owners] on the results of the tests or studies requested by the prospective
applicant." and "Compensation for data sharing shall be determined in a fair,
transparent and non-discriminatory manner having regard to the guidance
established by the Agency". The content of this guidance document therefore applies
to data sharing under the BPR, adapted as necessary. Annex 4 provides an overview
of relevant sections of this guidance applicable (fully or partially) to BPR purposes.

A special series of Practical Guides on data sharing specifically under the BPR is also
available on the ECHA website at http://echa.europa.eu/practical-quides/bpr-
practical-guides.

2. LEGAL FRAMEWORK: RELEVANT LEGAL
PROVISIONS

2.1. Data sharing and avoidance of unnecessary tests

The rules on data sharing and avoidance of unnecessary testing are provided in Title III
and in Articles 40(3)e and 53 of the REACH Regulation, which should be interpreted in
view of Recitals 33, 49, and 54 of the Regulation.

As specified in Article 25(1), the objective of these rules is to avoid vertebrate animal
testing, which must only be carried out as the last resort, and to limit the duplication of
other tests. As a general rule, the REACH Regulation requires the sharing of information
on the basis of a fair compensation. However, according to Article 25(3), after 12 years
from the date of the submission of the study summaries and robust study summaries in
the framework of a registration, this data may be used, without compensation, only for
the purpose of registration by another manufacturer or importer.

Article 25(2) defines the scope of the data sharing obligation by reference to the type of
data to be shared. This obligation applies to technical data and information related to
the intrinsic properties of substances. However, EU rules on competition law must be
respected by the potential registrants. Therefore the article states that information
related to the market behaviour of the registrants, in particular as regards production
capacities, production or sales volumes, import volumes or market shares, must notbe
exchanged. This is to prevent concerted practices or the creation of the conditions for
abuses of dominant position.

After the experience of the first two registration deadlines, the Implementing

Regulation was introduced (it entered into force on 26 January 2016) to respond to
the need of ensuring a full implementation of the data-sharing provisions laid down
in REACH. As expressed in Recitals 2 and 3 of the Implementing Regulation, it was
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recognised that good management practices need to be promoted and certain rules
established in order for the data-sharing system to operate effectively.

2.2. Data sharing and joint submission

As specified in Recital 33 of REACH, the“joint submission and the sharing of information
on substances should be provided for in order to increase the efficiency of the
registration system, to reduce costs and to reduce testing on vertebrate animals”.

In order to enable test data to be shared, and thus avoid unnecessary testing and
reduce costs, wherever practicable, registrations should be submitted jointly, in
accordance with the rules on joint submission (Articles 11 and 19 of the REACH
Regulation).

Therefore Article 11 imposes the obligation for potential registrants of the same
substance to jointly submit data and lists situations where the opt-out from the joint
submission of data is possible if properly justified. Article 19 sets out similar provisions
for isolated intermediates.

The principle “one substance, one registration” applies regardless the status of
phase-in or non-phase-in of the substance. All the potential and existing registrants
of the same substance have to be part of the same joint submission®°.

NB: The joint submission obligations therefore have an impact on data sharing
activities with subsequent registrants, especially in relation to data contained in
dossiers already submitted by previous registrants.

2.3. Inquiry, (late pre-)registration and data sharing

Whereas Article 25 provides for the principle of avoiding unnecessary testing, Chapters 2
and 3 of the same title III of REACH introduce specificmechanismsto shareinformation
amongregistrants. These mechanisms are different depending on the status of the
substance.

Therulesfornon-phase-insubstancesand non-pre-registered phase-in substances are
laiddowninTitleIII, Chapter 2 (Articles 26 and 27).

Article 26 regulates the inquiry process as follows:
26(1) —inquiry to ECHA and information to be submitted;

26(2) - communication from ECHA in case of substances which were not previously
registered;

26(3) - communication from ECHA of name and contact details of previous registrant(s)
and potential registrant(s), and of existing data requirements, in case of substances
previously registered lessthan 12 years earlier;

10 For practical reasons for substances used as intermediates only registrants are technically allowed to
submit a parallel joint submission for that use; see section 6.2. However, whenever possible only one joint
submission should be created regardless of the use of the substance.
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26(4) - communication from ECHA in case several potential registrants have made an
inquiry about the same substance.

Article 27 organises the data sharing process, as follows:
27(1) - potential registrant is to request information from previous registrant(s);
27(2) - obligation to make every effort to reach agreement for both parties;

27(3) - obligation to make every effort to share costs in a fair, transparent and non-
discriminatory way;

27(4) - communication between previous and potential registrants of information in case
of agreement;

27(5) - communication with ECHA in case of failure to reach an agreement;

27(6) — decision of ECHA on whether to give permission to the potential registrant to
refer to the information submitted by the previous registrant in his registration dossier;

27(7) - potential appeal against an ECHA decision under Article 27(6);

27(8) — extension by four months of the waiting period, upon request by the previous
registrant (Article 27(4) and 27(6)).

The rules for phase-in substances (as per the definition given in Article 3(20)) are givenin
Title ITI, Chapter 3 of REACH.

Article 28 describes the pre-registration of phase-in substances. The relevant provisions
are asfollows:

28(1) — submission of a pre-registration dossierto ECHA;
28(2) - pre-registration period;
28(3) - no extended registration deadline if no pre-registration;

28(4) - publication of the list of pre-registered substances comprising the names of the
substances, including their EINECS and CAS number and otheridentifiers of substances
that pre-registrants have indicated as being related substances, and thefirst envisaged
registration deadline;

28(6) - late pre-registration period for first time manufacturer or importer;

28(7) - submission of information on pre-registered substances by data holders.

Article 29 structures the provisions for the formation (and functioning) of Substance
Information Exchange Fora (SIEFs), as follows:

29(1) - participants in the SIEF;
29(2) - aim of each SIEF;
29(3) - overall approach - duties of the participants.

Article 30 structures the provisions on the data sharing process for phase-in
substances involving test data and requiring agreement between the SIEF
participants as follows:

30(1) - data gap analysis by SIEF participants before testing is carried out — obligation to
answer any requestwithinone month;
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30(2) - decision of the Agency specifying which member shall perform a test where no
agreementis reached between the SIEF participants;

30(3) - data sharing dispute process in case the owner of a vertebrate study refuses to
provide proof of the costs of the study or the study itself.

In case the dispute occurs before submission of the registration dossier of the study
ownerthe Agency can decide to prevent a registration being made by the owner of the
study and to require the members of the SIEF to repeat the test under specific
circumstances if the applicable conditions specified in Article 30(3) are satisfied.

Inany case, when datainvolving testing on vertebrate animals has already been
submitted as part of a registration dossier, ECHA will give the party which has made
every effort to reach an agreement permission to refer to the information in the
registration dossier of the previous registrant(s);

30(4) - procedure related to refusal to share non-vertebrate animal studies;
30(5) - appeal against ECHA's decision under Article 30(2) and (3);
30(6) - penalties by MS EAs.

2.4. Data sharing as an outcome of dossier evaluation
decisions

Article 53 sets out the obligation to share data as an outcome of dossier evaluation
decisions for registrations. The decision taken by the Agency according to Article 53(1) is
very similar to the decision taken by the Agency according to Article 30(2) deciding
which parties in a SIEF must perform a test.

53(1) - decision of the Agency designating the party who must perform a testif no
agreementis reached between the registrants and/or downstream users;

53(2) - cost sharing in case a registrant/downstream user performs the test;

53(3) - provision of a copy of the full study report by the registrant/downstream user
who performed the test;

53(4) - claims for remuneration.

2.5. Effective application of REACH provisions on joint
submission of data and data-sharing

The Implementing Regulation lays down specific duties and obligations for parties to
agreements when data-sharing is required according to REACH. In particular it
stresses the need to share both administrative and information requirements related
costs only among those registrants for which such costs are relevant. It also clarifies
the mandatory elements which should be included in each agreement. Furthermore
the Implementing Regulation clarifies the role of ECHA in ensuring the effective
implementation of the “one substance, one registration” principle and that all
registrants of the same substance are part of the same joint registration.

Article 1 of the Implementing Regulation sets the subject of the Regulation: laying
down duties and obligations for parties required to share information under the
REACH regulation.

Article 2 sets the rules to ensure transparency in data-sharing processes:
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e 2(1) - data-sharing agreement to be reached and elements it must include;

e 2(2) - possibility for existing agreements to waive the obligations to itemise
and right for new potential registrants to request it;

e 2(3) - obligation to document cost and reimbursement yearly and keep the
documentation for a minimum of 12 years.

Article 3 reinforces the “one substance, one registration” principle:

e 3(1) - role of ECHA in ensuring that all registrants of the same substance are
part of the same registration;

e 3(2) - role of ECHA in ensuring that subsequent submission of information by
registrants that were allowed by ECHA in the context of a data sharing
dispute to refer to already submitted information, is part of the existing joint
submission;

e 3(3) - right of a registrant who is not required to share tests on vertebrate
animals to partially or fully opt-out; obligation to inform any previous
registrant (and ECHA in case of disagreement with previous registrants) in
case of partial or full opt-out.

Article 4 sets the rules to ensure fairness and non-discrimination:

e 4(1) - the condition for each registrant to be required to share only costs
relevant to him applies also to administrative costs;

e 4(2) - applicability of cost-sharing models also to future registrants and need
to consider costs resulting from potential substance evaluation decisions;
factors to be considered in setting the cost sharing model to be included in
the data sharing agreement; clarification that costs resulting from substance
sameness establishment should not be subject to cost sharing between
previous and potential registrants;

e 4(3) - equal share of the costs is to be paid in case of disagreement on the
cost-sharing model;

e 4(4) - reimbursement mechanisms to be envisaged and factors that must be
considered;

e 4(5) - potential waiver of the reimbursement mechanism and right for
potential registrants to request it;

e 4(6) - data-sharing obligations for any registrant ceasing his activity;

Article 5 states that in case of data-sharing dispute pursuant to the relevant articles
of REACH, the compliance of all parties with the provisions of the relevant articles of
the Implementing Regulation must be taken into account by ECHA.

2.6. Competition rules

In addition to compliance with the provisions of the REACH Regulation, potential
registrants must ensure that they comply with other applicable rules and regulations.
This appliesin particular to competition rules, as specified in Recital 48 and in Article 25
(2) of the REACH Regulation which refers to the notion of restriction of certain market
behaviours.

Recital 48 specifies that “"This Regulation should be without prejudice to the full
application of the Community competition rules”.
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Article 25(2) mentions that “(...) Registrants shall refrain from exchanging
information concerning their market behaviour, in particular as regards production
capacities, production or sales volumes, import volumes or market shares.”

Asdiscussedin section 7 of the present Guidance document, in the context of REACH and
information exchange, the most relevant provision are Articles 101 and 102 of the
Treaty on the Functioning of the European Union (TFEU), which prohibit agreements
and practices that restrict competition and forbid undertakings holding a dominant
position in a market from abusing that position. For more details, please consult the
legal text available on the EUR-Lex web site at http://eur-
lex.europa.eu/homepage.html.

3. DATA SHARING FOR PHASE-IN SUBSTANCES

3.1. Late pre-registration

After the pre-registration step which ended on 1 December 2008}, late pre-registration
is the process whereby first time manufacturers and importers of ‘phase-in substances’,
or producers/importers of articles with an intended release have to submit a set of
information to ECHA in order to benefit from the extended registration deadlines'?
described in Article 23 of the REACH Regulation. This will apply on the basis of specific
conditions laid down in Article 28(7) and only to those who intend to register for tonnage
bands where the corresponding extended registration deadline has not yet passed.

This section of the Guidance provides additional information on the late pre-registration
process for phase-in substances.

3.1.1. First-time manufacturers or importers

A first-time manufacturer or importer is a manufacturer or importer who manufactures
or imports a substance into the European market!® in quantities of 1 tonne or more for
the first time after 1 December 2008.

The first-time manufacturer/importer can benefit from the transitional periods (as per
Article 28(6)) if he (late) pre-registers (1) at the latest six months after the substance’s
manufacturing or import exceeds the one-tonne threshold, and (2) atleast 12 months
before the relevant deadline for registration set out in Article 23 of the REACH
Registration.

Therefore late pre-registrations can be submitted by first-time manufacturers or
importers before 1 June 2017 for substances that need to be registered by 31 May

11 Croatia, which joined the European Union on 1 July 2013, was granted special pre-registration period
for their phase-in substances ended on 1 January 2014. More information is available at
http://echa.europa.eu/en/croatia.

12 For more information on the definition of the extended registration deadline, please refer to the Q&As
on Pre-Registration available on the “support” section of the ECHA website at:
http://echa.europa.eu/support/gas-support/qgas.

13 In this context the European market is intended as the European Economic Area, composed by the 28
EU Member States and Norway, Liechtenstein and Iceland.


http://eur-lex.europa.eu/Notice.do?checktexts=checkbox&amp;val=470732%3Acs&amp;pos=3&amp;page=57&amp;lang=en&amp;pgs=10&amp;nbl=563&amp;list=475981%3Acs%2C475922%3Acs%2C470732%3Acs%2C&amp;hwords&amp;action=GO&amp;visu=%23texte
http://eur-lex.europa.eu/homepage.html
http://eur-lex.europa.eu/homepage.html
http://echa.europa.eu/en/croatia
http://echa.europa.eu/support/qas-support/qas
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2018,

NB: Companies manufacturing orimporting substances for which first and second
registration deadlines applied (30 November 2010 and 31 May 2013) cannot benefit
from the late pre-registration and need to go through an inquiry process before
being entitled to manufacture orimportin the European market (see section 4).

Each legal entity that would be required to register a phase-in substance after 1 June
2008 and by the third registration deadline may late pre-register that substance until
31 May 2017. These legal entities include:

e first time manufacturers and importers of phase-in substances on theirown orin
mixtures in quantities between 1 and 100 tonnes per year, including intermediates;

o first time producers and importers of articles containing substances intended to be
released under normal or reasonably foreseeable conditions of use and presentin those
articlesin quantities between 1 and 100 tonnes per year;

¢ “Only-representatives” of non-EU manufacturers whose substance(s) is/are for the first
timeimportedin quantities between 1 and 100 tonnes per year.

e Only Representatives are legal entities appointed by non-EU manufacturers to fulfil
the obligations of importers. Only natural or legal persons: (i) established in the EU
and, (ii) having sufficient background in the practical handling of substances and the
information related to them, may be appointed as Only Representatives (Article 8).
When an OR is appointed for one or more substance(s), he becomes responsible for the
volume of this/these substance(s) manufactured by this non-EU manufacturer and
imported into the EU. For more details on the Only Representative’s roles and duties,
please consult the Guidance on registration.

NB: When a phase-in substance is manufactured, imported or used in the production
of an article by several EU legal entities belonging to the same company, each legal
entity has to late pre-register separately. Manufacturing sites that do not have a
separate legal personality are not required to individually late pre-register because
the obligation to register needs to be fulfilled by the legal entity they belong to. An
Only Representative can represent several hon-EU manufacturers of one given
substance, but he needs to (pre)register separately for each legal entity he
represents.

For more details on the definition of legal entity and on who is responsible for
registration please consult the Guidance on registration availableinthe“support”
section of the ECHA website.

Manufacturers and importers of substances below 1 tonne per year

Manufacturers and importers of phase-in substances, importers of mixtures containing
phase-in substances orarticle producers and importers of articles containing phase-in

! The 2018 deadline concerns phase-in substances manufactured or imported in quantities below 100
tonnes per year, which are not CMR category 1A or 1B.


http://www.echa.eu/web/guest/support
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substances in quantities of less than 1 tonne per year do not need to (late) (pre-
)register. However, they may decide to late pre-register based on their intention to
manufacture or import the substance in quantities of 1 tonne or more in the future.

NB: Companies that exceed the 1 tonne threshold after 1 December 2008 are still
entitled to late pre-register within 6 months of first manufacturing, importing or
using the substance in quantities between 1 and 100 tonnes per year and no later
than 31 May 2017. To do so they need to submit the relevant information to ECHA
(as set in Articles 23 and 28(6) - see above).

3.1.2. Is late pre-registration of phase-in substances
obligatory?

Late pre-registration is only obligatory if companies want to benefit from extended
registration deadlines. Phase-in substances can also be registered immediately but in
this case an inquiry has to be submitted and the process described in section 4
followed.

As ageneral rule, the obligation to register phase-in substances applies from 1 June
2008, unlessthese substances were pre-registered before the expiry of the pre-
registration deadline on 1 December 2008 or late pre-registered before the relevant
deadline for late pre-registration as described in section 3.1.1.

All manufacturing, placing on the market and use of such substance between 1
December 2008 and the date of suspension of activities may be subject to penalties
according to national law. This also means that the downstream uses of these
substances may be at risk.

3.1.3. The benefits of (late) pre-registration

Pre-registration (and hence late pre-registration) allows potential registrants to benefit
from extended registration deadlines. More specifically:

1. Depending on the tonnage and on the intrinsic properties of the substance,
(late) pre-registration allows manufacturers and importers to continue
manufacturing, importing and using phase-in-substances until the
extended registration deadlines (as shown in Figure 2).
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Figure 2: Extended deadlines for registration

After this date, the placing on the market of such substances without registration would
be possible only in the case where the manufacturer orimporter stopped manufacturing
or importing before the registration deadline®®.

2. (Late) pre-registration also gives companies additional time to organise the
collection and selection of available data, the sharing of existing data, and
the generation of missing information required by the REACH Regulation,
as described in this section and in section 6.

In the case where a first time manufacturer orimporter cannot late pre-register
(between 1June2017and 1June2018)he:

e cannot start the manufacturing/ importing activities involving the substance and
has to register before manufacturing orimporting;

¢ hastoinquire, and consequently fulfil his data sharing and joint submission
obligations (where applicable);

e can only start the manufacturing/ import activities involving the substance a
minimum of three weeks after the submission date of the registration dossier,
unless he receives an indication to the contrary from ECHA.

For more details, please consult section 4 of this Guidance.

15 According to what discussed in CA/99/2010 (rev.3) the registration obligation does not apply to
manufacturers or importers that have manufactured or imported pre-registered substances before the
registration deadline and ceased such activities and simply act as suppliers of these substances after the
registration deadline.
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Figure 3: (Late) pre-registration option for phase-in substances
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3.1.4. Is there an obligation to register pre-registered
substances?

Pre-registration, including late pre-registration, does not have to be followed by
registration, if, for example, the potential registrant decides, before the registration
deadline, to cease manufacture orimport of the substance, orif the manufactured or
imported quantity drops below 1 tonne per year before the registration deadline.

However, the pre-registrant should bearin mind, that all potential registrants have data
sharing obligations according to Article 29(3): “SIEF Participants shall provide other
participants with existing studies, react to requests by other participants for
information, collectively identify needs for further studies (...) and arrange forsuch
studies to be carried out”. This means that other SIEF members may request information
for the purpose of registration and, if pre-registrants are in possession of such
information, they will have to shareitin accordance with Article 30 of the REACH
Regulation®.

3.1.5. How to late pre-register a substance?

Pre-registration takes place when the company submits electronically to ECHA the
required information on a substance. More details and instructions about REACH-IT
are integrated in the application itself.

NB: Information from pre-registration can be amended/updated at a later date,
except for the substance identifiers. For more details, please consult the REACH-IT
Q&As on the ECHA website at http://echa.europa.eu/support/gas-support/qgas.

As from one year before the last registration deadline, i.e. from 31 May 2017, late pre-
registration will no longer be possible. Companies that need to register after this date
will have to submit an inquiry instead of a (late) pre-registration.

3.1.6. Establishment of identifiers for pre-registration
purposes

Whenever the same substance needs to be registered by one or more
manufacturer(s) or importer(s), Article 11 (or Article 19 for isolated intermediates)
of REACH applies and parts of the data need to be submitted jointly. Importantly,
this “one substance, one registration” principle applies to both non-phase-in
substances and phase-in substances (refer to Figure 1 and see section 6.1 for more
information).

For phase-in substances this applies to all manufacturers and importers, whether they
have pre-registered or have decided to register without pre-registration.

The establishment of whether more than one manufacturer orimporter manufactures or

18 A company which pre-registered a phase-in substance can de-activate his role in the pre-SIEF page at
any time. However it is important to note that the data sharing obligations still remain. Technical details
are provided in the Manuals on the preparation of REACH and CLP dossiers available at
http://echa.europa.eu/manuals.



http://echa.europa.eu/support/qas-support/qas
http://echa.europa.eu/manuals
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imports the same substance is a two-step process:

e In afirst step, manufacturers and importers need to establish the correct numerical
identifiers under which they intend to late pre-register or register the substance.

e In a second step, potential registrants who late pre-registered their substance under
the sameidentifier need to establish whether their substance is the same for the purpose
of SIEF formation and joint submission and verify that their substance has not also been
(late) pre-registered or registered under other identifiers. This step is concluded by an
agreement on the sameness of the substance for all potential registrants andthe
establishment of a SIEF. Please consultthe fact sheet™SIEF Formation and Data sharing”
availableonthe ECHA website at
http://echa.europa.eu/regulations/reach/registration/data-sharing.

The agreement of the SIEF participants in terms of the scope of the registered
substance underpins the joint submission. The reporting of such agreement is referred
to as the “substance identity profile” or SIP. More details about the SIP concept are
available in the Guidance for identification and naming of substances under REACH
and CLP.

The substance identifiers often correspond to an existing EINECS or CAS entry or similar
numerical identifiers but there are also cases where one EINECS entry covers several
substances or where several EINECS entries may correspondtooneandthesame
substanceforthe purposes of REACH. Therearealsophase-in substances for which no
EINECS/CAS entries or numerical identifiers exist (in particular cases related to Article
3(20) (b) and (c¢)). This may trigger the splitting or merging of pre-SIEF. When this is
the case, it is advisable to inform ECHA (and ensure that the documentation for the
decision taken is available for authorities).

Theinformation required by REACH for pre-registration purposes does notinclude
information on the composition of the substance. Therefore, the accuracy of identifiers
used for pre-registration is critical to facilitate the further steps in data sharing. REACH
requires pre-registrants to submit identifiers for the substances (e.g. EINECS number,
CAS number).

NB: Since the first step to establish sameness is to pre-register under the correct
identifier(s), it is strongly recommended that companies read carefully the Guidance
for identification and naming of substances under REACH and CLP prior to submitting
information in the context of late pre-registration, as it gives guidance on how
substance identity can be established based on the composition and/or the chemistry
of the substance.

Theobjective of the Guidance foridentification and naming of substances under REACH
and CLP is to give guidance for manufacturers and importers on identifying and
recording the identity of a substance within the context of REACH. The document
provides guidance on how to name the substance. It also gives guidance on when
compositions of substances maybe considered to refer to the same substance forthe
purpose of REACH. Identifying sameness of substancesis important for data sharing and
for the joint submission, in particular in the process of pre-registration and SIEF
formation of phase-in substances butalsofor Article 26 inquiriesrelating tonon-phase-
insubstances.

In particular for human toxicity, information must be generated whenever possible by
means otherthan vertebrate animal tests, through the use of alternative methods, for
example, information from structurally related substances (grouping or read-across),


http://echa.europa.eu/regulations/reach/registration/data-sharing
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subject to appropriate scientific justification.

REACH does not give the possibility to register different substances under the same joint
submission.

3.1.7. Establish the first envisaged registration
deadline and the tonnage band for (late) pre-
registration

Theregistration requirementis triggered by the volume (yearly tonnage) of the
substance manufactured orimported (or presentin an article, if applicable). Each
potential registrant has to indicate the envisaged registration deadline and tonnage
band, while the actual amount of production and/orimport will eventually determinethe
relevant registration deadline and obligations. The volume will also determine the
information to be submitted in the registration dossier. The Guidance on registration
describes how this is to be calculated for phase-in and non-phase-in substances, on their
own, in mixturesorin articles®’.

3.1.8. The list of pre-registered substances

Based on the information submitted by potential Registrants, ECHA has published on its
website a list of all pre-registered substances.

Thelist specifies for each substance the name of the substanceincludingits EINECS/EC
and CASnumberif available and otheridentifiers, as well as the first envisaged
registration deadline. Thelist as published by ECHA does not show the identity of the
potential registrants.

Somesubstances werepre-registered and did not previously havean EC Numberassigned
(orforwhicha pre-registrant did not indicate the existing assigned EC Number).
Consequently REACH-IT allocated automatically a numerical identifier, the so-called “list
number”, to substances for which no previous EC number entry is given by the legal
entity submitting the “dossier” in question (be it a pre-registration, inquiry or a
registration). The format of the list numbers is similar to that of an EC Number.

For example, 6xx-xxx-x or 8xx-xxx-X is allocated in case the CAS RN only was
provided, and 9xx-xxx-x where no CAS RN or any other numerical identifier (i.e. only
substance chemical name) was provided.

These list numbers do not have any legal status and cannot be regarded as valid and
legally approved EC numbers. Consequently they are considered only as “technical”
identifiers to simplify the processing of dossiers (whether inquiries, registrations or
others). Therefore, until the substance identification is done by ECHA, those list
numbers are not to be used in documentation other than correspondence between
ECHA and the registrant, i.e. not in the safety data sheet. Indeed the vast majority of
list numbers have not been checked for correctness, validity or for whether the
conventions outlined in the Guidance for identification and naming of substances
under REACH have been complied with.

Substances can also be assigned a list number by ECHA’s Substance Identification

17 1t is to be underlined that in case the tonnage exceeds the 100 tonnes per year threshold, the registrant
cannot benefit from the transitional period granted by the pre-registration for the last registration
deadline.
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team after an inquiry (the format in this case is 7xx-xxx-x) — this number is assigned
to substances validated by ECHA for which no official number can be assigned. All
other EC numbers (i.e. those published in the OJ) are official and may continue to be
used by registrants:

2XX=-XXX-X EINECS (EuropeanInventory of Existing Commercial chemical
Substances)

3XX=XXX-X EINECS

4XX-XXX-X ELINCS (European List of Notified Chemical Substances)
5xXx-Xxxx-X NLP (No-LongerPolymers)

More information can be found on: http://echa.europa.eu/web/guest/information-
on-chemicals/registered-substances/information.

Following the publication of the list, "data holders”, as defined in section 3.2.3.2 below,
may wish to share the information they have at their disposal. They can do so by joining a
pre-SIEF for that substance and indicating to the other pre-Registrants which data
are available. Technical instruction and help is integrated in the REACH-IT application
itself.

NB: Data holders have been requested to make themselves identifiable in REACH-IT
in relation to pre-registered substances as early as possible after 1 January 2009.
There is no requirement in REACH for a data holder to notify ECHA of their
willingness to join a SIEF with a view to sharing data. If data holders wish to share
data, it is however highly recommended that they identify themselves as early as
possible after the publication of the list of pre-registered substances to facilitate the
data sharing process. The earlier data holders indicate their interest, the more likely
will it be that the potential registrants will be able to share relevant data from data
holders in time before the compilation of the Registration dossier.

Hence for data sharing purposes, data holders can identify themselves and join the
SIEF even after a joint submission has been submitted.

REACH-IT offers the possibility to further describe the data that is held by data
holders, especially on precisely what form of the substance was tested so that the
other SIEF members can better identify the relevance of the study. Whilst giving due
consideration to the potential CBI issues this might raise, data holders are
encouraged to use this possibility where applicable.

Request by downstream users of phase-in substances not appearing on the
list of (pre-) registered substances

The publication of the list of pre-registered substances also gives the opportunity for
downstream users to ascertain that all substances they need in their own processes
are on the list and that at least one legal entity in the EU has expressed an intention
to register.

NB: Downstream users checking the list of pre-registered substances can never be
sure that the substances present on the list of pre-registered substances have been
pre-registered by their current supplier or that their supplier will eventually register.
Manufacturers and importers are therefore encouraged to communicate to the


http://echa.europa.eu/web/guest/information-on-chemicals/registered-substances/information
http://echa.europa.eu/web/guest/information-on-chemicals/registered-substances/information
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downstream users as early as possible their intention to register the substance.

Likewise, downstream users are encouraged to contact their suppliers as soon as
possible in order to find out about their intentions and where necessary look for
alternative future sources of supply.

Downstream users are also advised to consult the list of registered substances prior to
contacting the ECHA Helpdesk, should theirsubstance(s) be missing from thelist. For
more details please consult the Guidance forDownstream Users.

3.2. Scope and formation of substance information
exchange forum (SIEF)

REACH providesforthe formation of "*Substance Information Exchange Forums” (SIEFs) to
sharedataamong manufacturersandimporters of pre-registered phase-in substances
aswellasallowingdownstream users and other stakeholders (data holders) who have
relevantinformation (and are willing to share itin exchange for fair compensation) to
share this information with potential registrants.

This sub-section specifies who the participants in a SIEF are, what their rights and
duties are, and how and when a SIEF is formed.

REACH includes provisions related to the appointment of a lead registrant for joint
submission purposes (Article11(1)). Thedesignation of the lead registrant as well as the
SIEF managementis underthe responsibility of the SIEF participants.

Please be aware that SIEF formationisindustry’s responsibility.

3.2.1. The pre-SIEF page and the available information

When a potential registrant pre-registers a substance corresponding to an EINECS
entry (or other identifier(s)) and is the first one to do so, REACH-IT triggers the
creation of a dedicated web-page (pre-SIEF page). At this point in time, this page
can only be seen by the potential registrant(s) of that substance or, in case of read
across, by the potential registrant(s) of the structurally related substance(s) (with a
view to exchanging each other’s contact details).

Several pre-SIEFs may operatein parallel, although they are coveringthesame
substance. Thismight not immediately come to the attention of members of these pre-
SIEFs. Therefore, potential registrants are advised to review the entries in the pre-
registration list and to assess their relevance to their own activities, asformingasingle
SIEF canalsobedoneby usingthe read-acrossfacility provided by REACH-IT. Indeed
REACH-IT allows the potential registrant(s) to indicate that read-across is possible
between structurally related substances.

They may subsequently cometo the conclusionthatthey havethesamesubstanceand
mergeintooneSIEF. Similarly, members of a (pre-)SIEF may also conclude thatthe
substances they are dealing with are not the same (hence they do not correspond
systematically to the identifiers of the pre-SIEF). In such a case they may have to split
the SIEF to reflect the differentiation of the substances.

The pagedisplays the following information:

- Substance identification
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- The corresponding entry in EINECS, i.e. IUPAC name or substance description;
- EINECS and CAS numbers;
- The individual details of the potential registrant(s), i.e.:

o Identity and contact details via an .xml file (or those of the Third Party
Representative if he elected nottodisclose hiscompany nameforthis
substance);

o The tonnage band, the status, the role, the preregistration number and
the envisaged registration deadline;

o Whether he was the first to indicate his willingness to act as a facilitator in
the SIEF formation.

- The other substances in relation to which data can be shared (read-across).
Hence pre-registrants can see their own pre-SIEF participants but also the
participants from the “read-across” pre-SIEFs.

When another legal entity subsequently pre-registers a substance with the same
identifier, it is automatically added to the same dedicated web-page. The new
potential registrant sees all other potential registrants of the same!® substance.

NB: In case the substance has been registered in the meantime, a specific
functionality in REACH-IT allows obtaining information on the name of the lead
registrant that created a Joint Submission Object (JSO) in REACH-IT. NB: In such a
case proceed to subsection 3.3.

At this stage, itis already possible for potential registrants having pre-registered a
substance with the same identifierand appearing on the same web-page to contact each
other and start first discussions, e.g. on substanceidentity and SIEF formation. Those
discussions happen outside REACH-IT in the form which is the most suitable for the
SIEF participants.

For more details, please consult the fact sheet "SIEF Formation and Data sharing”
which is available on the ECHA website in the Data sharing section at
http://echa.europa.eu/reqgulations/reach/registration/data-sharing.

You need to also consider that your SIEF may be already active (for more information
please see section 3.3.7).

NB: In case there are no other potential co-registrants and the potential registrant
proceeds and registers individually, he will need to update his registration dossier
once another potential registrant decides to register the same substance: they first
need to identify together a lead registrant who will create the JSO (see sub-sections
below), and then agree on the content of the joint submission dossier. Consequently,
the existing registrant has to update his dossiers as part of the joint submission
registration (as lead registrant or member).

18 \Wherever in this section reference is made to the same substance, this refers to a
substance/substances pre- registered with the same identifier. This does not mean that this
substance/these substances are necessarily the same for the purpose of SIEF formation and registration.
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3.2.2. The SIEF

A SIEF will be formed for each pre-registered substance when the discussion on the
sameness confirms that the participants haveindeed the same substance and when they
agree onthe chemicalidentifierto be used. It is of crucial importance to determine
correctly the substance identity profile at this stage, as failing to do so may lead to
financial losses due to efforts invested in data-sharing activities for a different
substance.

The roles, rights and obligations of the participants in the SIEF differ and are further
described in section 3.2.3.

Asindicated inits name, a SIEF is a forum to share data and otherinformation onagiven
substance. Theaims of the SIEF are to:

e Facilitate data sharing for the purposes of registration, thereby avoiding the
duplication of studies, and

e Agreeon the classification and labelling of the substance concerned where thereis
a differencein the classification and labelling of the substance between the
potential registrants.

Participants in a SIEF are free to organise themselves as they see fit to carry out their
duties and obligations underREACH, i.e.tosharedata, especially thoseinvolving
vertebrateanimaltesting. Theorganisation used for the SIEF co-operation may also be
used to jointly submit the relevant information.

The choice of the form of cooperation between SIEF participants is based on the principle
of contractual freedom. However, the Implementing Regulation on joint submission
of data and data-sharing requires certain key issues to be included regardless the
form of cooperation to ensure a transparent, non-discriminatory and fair data and
cost-sharing process. These issues are introduced in the following subsections and
presented more in detail in section 5.

NB: Even if the formation of the SIEF takes place at a given point in time, its
management is an iterative process with new members joining in a continuous
manner. The concept is further clarified in section 5.5.5. For more information,
please also consult section 8 of this guidance document.

3.2.3. The SIEF participants

Several categories of parties are “participants”in SIEFs, as specified in Articles 29 and
30.Theseare (1) “potential registrants”and (2) “data holders” (including downstream
usersandthird parties). Registrants who registered the substance earlier and all
parties according to Article 15 are also participants of the SIEF.

SIEF members may decide to have different “statuses” within the SIEF according to
their desired level of commitment. They may be willing to lead the SIEF
management, be actively involved without leading, be passive or dormant (e.g.
having pre-registered but without intention to register by 2018).

The obligations of potential registrants and data holders are described below.
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3.2.3.1. Potential registrants
Potential registrants are those parties who have (late) pre-registered by submitting
Article 28(1) information to ECHA on a given phase-in substance. These include:

e manufacturersandimporters of phase-in substanceshaving (late) pre-registered
that substance.

e producers and importers of articles having (late) pre-registered that phase-in
substanceifintended to be released from articles.

e Only Representatives of non-EU manufacturers having (late) pre-registered
that phase-in substance.

Third Party Representative

Any manufacturer orimporter may appoint a Third Party Representative for certain tasks
e.g. datasharing. Thisistypically the case when a company does not wish to disclose its
interest in a particular substance as this may give indications to competitors about
production or commercial secrets. Appointment of a TPR is an option to keep the
company name confidential vis a vis the other SIEF participants during the data
sharing and joint submission discussions. Appointing a TPR should not be confused
with the possibility to keep confidential the registrant’s name for dissemination
purposes (see Article 10(a)(xi)). However, the appointment of a TPR for data sharing
and joint submission purposes can be considered as a supporting factor to justify the
request for confidential treatment of the registrant’s name for dissemination
purposes. Finally, the TPR should also not be confused with an OR who is a EU entity
acting on behalf of a non-EU manufacturer and assuming all regulatory obligations of
the importers covered by the OR registration.

NB: Whenever a manufacturer or importer considers information which may need to
be exchanged for data sharing purposes to be sensitive, a Third Party Representative
may be nominated at the time of (late) pre-registration. Companies should be aware
that contact details indicated at (late) pre-registration stage will be available to all
potential registrants of the substance(s) pre-registered under the same identifier (in
the given SIEF) as well as to potential registrants of all other substances for which
read- across has been indicated unless a Third Party Representative has been
appointed.

The identity of a manufacturer or importer who has appointed a Third Party
Representative will not be disclosed by ECHA to other manufacturers or importers.

Additionally, a Third Party Representative can represent several legal entities but will
appear as a separate SIEF participant for each different legal entity he represents.

The legal entity appointing a Third Party Representative retains the full legal
responsibility for complying withitsobligationsunder REACH.

NB: The manufacturer or importer legally remains the pre-registrant or registrant.
The “Third Party Representative” must not be confused with a “third party holding
information” (“data holders”), nor with an “Only Representative”.
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3.2.3.2. Data holders

Note that REACH does not provide for data holders to have an active role in deciding on
the studies to be included injoint submissions nor onthe classification and labelling
proposals. Data holders can thusonly provide data to active members (potential
registrants) of the SIEF and request cost sharing for the data supplied, where relevant.

The contact details of data holders will be made available on the pre-SIEF page of the
substance and can be seen by all pre-registrants. Data holders will not get access
themselves to any information displayed on the pre-SIEF pages.

Any person holding information relevant to a phase-in substance and entitled to share it
can identify himself and lodge a request to ECHA with a view to being a participantin the
SIEF for that substance, to the extent that they will provide the information to other
SIEF members that request it. They can do so by submitting to ECHA any or all of the
information listed in Article 28(1).

Data holders may include:

e Manufacturers andimporters of phase-in substances in quantities of less than
1tonne peryearwho have not pre-registered.

¢ Downstream users who may be in possession of data, and thus havealotto
contribute in the collection of data to be used for registration, possibly in relation
to intrinsic properties, but in particular in relation to quantification of exposure
and estimation of risks. Hence, downstream users need to beinvolved as early as
possiblein the data sharing process. In accordance with the provisions of Article
28(7) of the REACH Regulation, downstream users may submitinformation on pre-
registered substances as well as any other relevant information for those
substances, with the intention of becoming a member (data holder) of the
corresponding SIEF.

Information from downstream users may help potential registrants to waive
certain tests based on lack of exposure (absence of risks forinstance, or
irrelevance of test type due to no exposure). Indeed, exposure-based waivingis
fundamental to reducing the need for animal testing.

NB: Downstream users are advised to establish contact with their suppliers and to
obtain information as soon as possible regarding the formation of a corresponding
SIEF, rather than wait for potential registrants to contact them. Specifically, when
downstream users have valuable data regarding safety, including hazard data, uses,
exposure and risks, it is recommended that they communicate as early as possible
with their suppliers in order to ensure the best possible use of their data.

e Other third parties holding information on phase-in substances, such as:

o Trade or industry associations, sector specific groups and consortia
already formed;

o Non-Governmental Organisations (NGOs), research laboratories,
universities, international or national agencies;

o Manufacturersofasubstance who havenointerestinregistering a
substance under REACH because they do not produce or placeiton the
market in Europe (e.g. a non-EU manufacturer who does not export into
the EU).




oNOOUP,~,WNH

11
12

13
14
15
16
17
18
19
20
21
22

23
24
25
26
27
28
29

30
31

32

33
34
35
36
37

38

39
40
41
42
43
44
45
46

47

Guidance on data sharing 41
Draft Version 3.0 (Public) — April 2016

Whenindicatingin the REACH-IT system the pre-registered substances on which they
holdinformation, the data holders will have the possibility to indicate other types of
information, in particular with regards to safety, such as hazard data and information
on uses. They can usefully indicate their intention to share data for read-across where
relevant. Onthe pre-SIEF page (in REACH-IT) the data holder will not see the identities of
the pre-SIEF members, but his information (contact details and data available) are
visible for the pre-SIEF member(s), whothen need to decide whetherto contactthedata
holder.

It must be underlined that REACH does not provide for data holders to have an active role
in deciding on the studiestobeincluded inthejoint submission and on classification and
labelling proposals. Data holders will not beinvolvedin pre-SIEF discussions. They will be
considered as members oftherelevant SIEF once formed.

Potential registrants may only start investigating data availability once the SIEF is
formed and when they have identified data gaps (see section 3.3 below). In any case
potential registrants are likely to first review the data they havein their possession
before contacting any data holder mainly to fill data gaps. At this stage, they can
launch requests for missing data (this is mandatory if the missing data involve
vertebrate animal testing). Potential registrants must bear in mind that there may be
several SIEFs corresponding to the entry in the list of pre-registered substances.
Requests must consequently be sent to all data holders corresponding to the entry in
the list of pre-registered substances, and possibly those in another entry if the final
SIEF is the result of a merger of SIEFS for several pre-registered substances.

Potential registrants will then assess the relevance of using such data held by data
holders taking into account relevance, adequacy and reliability. This will require data
holders to communicate information on the identity of the substance used in
generating the test data they wish to share. Data holders are therefore also
recommended to consult the Guidance on identification and naming of substances
under REACH and CLP for the data they have available and which they wish to share
under REACH.

For more details, please consult the pre-registered substances page at
http://echa.europa.eu/information-on-chemicals/pre-registered-substances.

NB: Data holders should be aware of the identity of the substance to which the data
they are holding relates in order to allow potential registrants to ascertain the
relevance to their substance. They should consult the Guidance for identification and
naming of substances under REACH and CLP when determining the identity of the
tested substance.

3.2.4. SIEF formation and functioning

In order to initiate and facilitate discussions after pre-registration and the exchange of
the information, one SIEF participant may volunteerto be the“SIEF Formation
Facilitator” (SFF). If so, they need to identify themselves viathe pre-SIEF page. Ifa
potential registrantis willing to take the initiative and to become the lead registrantin
the SIEF, he could also act as SFForcandidate lead registrantinthe pre-SIEF. However,
taking responsibility for the preparatory work is a shared responsibility of all SIEF
members. It is not automatically the (potential) lead registrant’s responsibility to take
on these tasks.


http://echa.europa.eu/information-on-chemicals/pre-registered-substances
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NB: The SIEF Formation Facilitator (SFF) does not have a formal recognition in the
REACH Regulation, while the role of the lead registrant is mandatory and specifically
foreseen in REACH. Acting as a SFF is voluntary and not legally binding, i.e. the legal
entity volunteering is taking the initiative to contact the others within the pre-SIEF.
Similarly, the SFF may freely review his position at any moment.

To facilitate their cooperation in the SIEF, SIEF members can also agree to outsource
certain tasks and, e.g., hire a consultant to support them in some of the preparatory
tasks listed below.

ONO UPhWNR

9 | Additionally where the current SFF is not carrying out his function effectively, or is
10 | slowing down / blocking the process, SIEF members may ask the SFF to abandon the
11 role and set a deadline for a response. Ultimately SIEF members are free to work
12 | without the cooperation of the SFF.

14 More technical information is provided within REACH-IT itself as help text.

15 NB: Practical advice for new SIEFs can be found at:

16  http://echa.europa.eu/support/registration/working-together/practical-advice-for-
17 new-siefs. It presents aspects of SIEF management, data gathering and cost sharing
18 from a practical perspective.

19 SIEF formation and functioning (potentially prompted by the SFF) may include any or
20  all of the following:

21 ¢ Running a survey to identify the potential registrants with clear intention to

22 register (as the pre-SIEF may include companies not willing to take an active role)
23 and the intended timing to do so; SIEF member may be asked about the

24 intended level of participation to the SIEF activities;

25 e Agree on how and when a lead registrant will be designated (unless this has
26 already been done);

27 e Proposing the form of co-operation between the parties and possible internal rules
28 (seesection 8), i.e. whetherthe co-operation should be limited to the SIEF

29 obligations (data sharing and classification and labelling) or whether it should be
30 extended to cover other objectives;

31 e Establish a decision tracking method;

32 ¢ Running a survey regarding the availability of studies for required endpoints and
33 who could perform the necessary technical work (either one, some or all of
34 the potential registrants themselves or a contracting third party or a

35 combination of both), e.g. prepare an inventory of available data within the

36 SIEF;

37 o Identifying data gaps and possibility of filling in data gaps by studies available
38 outside of SIEF or by non-testing methods or, as a last resort, by actual animal
39 testing.

40 e Channel the communication with other SIEFs, in case read across applies;

41 e Ensureasmooth entry of late (pre-)registrantsin the SIEF;

42 e Co-operate with potential registrants who inquired about the substance.

43

44  Youneedalsoto considerthat your SIEF may be already activeand discussions at theSIEF
45  formation stage may havealready taken place (see section 3.3.7 for more information).


http://echa.europa.eu/support/registration/working-together/practical-advice-for-new-siefs
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3.2.5. SIEF establishment

Article 29 of the REACH Regulation provides that all potential registrants and data
holders for the same phase-in substance must be participantsinaSIEF. The REACH
Regulation leavestheresponsibility for defining sameness to SIEF participants. Similarly
the regulation does not foresee any formal step to confirm the formation of the SIEF.

The assessment of the exact nature of an EINECS entry and the different substancesiit
may cover must be carried out by the manufacturers orimporters who should be aware
of the composition of the substance. It is, therefore, up to them to take the
responsibility of defining precisely the substance for which a SIEF will be formed.

In orderto reach an agreement on the sameness of a substance, potential registrants
must enter into pre-SIEF discussions. As a consequence, a SIEF isformed when the
potential registrants of a substanceinthe pre-registration list agree that they effectively
manufacture, intend to manufacture or import a substance that is sufficiently similar
to allow a valid joint submission of data. The agreement about the sameness is a pre-
requisite to the SIEF functioning. This agreement can be in the form of a substance
identity profile (SIP) as mentioned above and described in the Guidance for
identification and naming of substances under REACH and CLP.

Due to the fact that data holders are not able to view the details of the potential
registrants who have pre-registered under the same identifier, it is the role of the
potential registrant(s) to decide whether the available data are relevant to their
substance(s) and to communicate furtherincluding with data holders, in orderto gather
the missing data.

NB: ECHA will not participate in discussions between potential registrants to
nominate a lead registrant, nor will ECHA confirm or question the creation of a
particular SIEF. Potential registrants should work towards forming SIEFs as soon as
possible to ensure sufficient time remains to organise the sharing of data and to
prepare the registration dossier.

It is to be noted that the compilation of information to establish substance sameness
should not be subject to cost-sharing between existing and potential registrants.

Following the sameness review, one of the following three situations is possible:

i. all potential registrants agree that their substances are the same;

ii. oneormore potential registrants consider that their substance is not the same as
substance(s) pre-registered by the other participant(s), in which case the other
participant’s(s’) data may not be relevant to describe their substance’s profile. In
this case, itis for potential registrants to decide among themselves what SIEF(s)
are to be formed to represent each of the substances so identified. In this
context, the main criteria fordeciding on the sameness of a substance should be
those laid down in the Guidance for identification and naming of substances
underREACH and CLPand whetherornotdata sharingwould givea meaningful
resultthatcan be used throughout the SIEF. It is important to underline that the
formation of several SIEFs is only possible whenthe substancesareindeed
different.
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iii. oneormore potential registrants consider that their substance is the same asone
orseveral substances pre-registered under (an)otheridentity code(s) to
conclude that these substances are sufficiently similar to allowdatasharing
within one SIEF.

If SIEF participants disagree on substance identity/sameness and a participant
considers that it should be part of a SIEF created by other parties for a given substance,
that participant has the possibility to formally request to join the SIEF and request the
right to use or refer to the data he is missing to proceed with his Registration. In case
this requestis refused, the rules of Article 30(3) and (4) apply.

NB: The obligation of joint submission applies with regards to registrants of the
same substance. The formation of several SIEFs for the same substance violates this
obligation. Multiple registrations (outside joint submission) for the same substance
are not possible (see however section 6.2 about the separate registration of
intermediate use only).

You need also to consider that your SIEF may be already active and discussions at SIEF
formation stage may havealready taken place (see section 3.3.7 for more information).

3.2.5.1. Competition and confidentiality issues

While the exchange of information required for the purpose of checking the sameness of
the substances will generally not raise concerns under the EU competition rules, there
may beinstances where participants should be particularly careful. These are further
explained in section 7 of the present Guidance document.

The same exchange of information will generally not reveal confidential business
information (CBI) either. Nevertheless companies may want to retain information,
particularly when itinvolves confidential data, such as know-how or sensitive
information.

If a satisfactory solution cannot be found, the potential registrant concerned can “opt-
out”. For more details please consultsections3.3.5and 6.3 ofthis Guidancedocument.

3.2.5.2. Examples of identity issues and related solutions

A. Substance pre-registered under a wrong EINECS entry

If the process of verification of substance identity with pre-registrants of the same
and/or similar identifiers leads to the conclusion that the substance fits more into the
SIEF formed by the pre-registrants of a similar rather than the original identifier, an
adjustment is still possible during SIEF formation. It is however not possible to make
modifications beyond refinement of substance identity (e.g. joining a SIEF of an
unrelated substance tothe one that has been pre-registered). In this case, the potential
registrant may eventually register the substance under a different identifier than the
one used for the pre-registration. This does not lead to any failure in the registration.

B. There are several EINECS entries for the same substance




O ONO UPrhWNH

[
o

NNNRF e
NFOUOVONOOUPR,WNKE

N
(6V)

NN
ul b

WINNNN
O LVWoONO

wWwww
AwWwNR

w ww
N O

w
[00]

39

40
41
42
43

44
45
46

Guidance on data sharing 45
Draft Version 3.0 (Public) - April 2016

In case there are several EINECS entries which correspond to one and the same
substance for REACH purposes, a similarsolution canapply: during the pre-registration
period, manufacturers and importers may have decided to submit an additional pre-
registration for one of those alternative EINECS entries in orderto regroup all
participantsinto one single SIEF.

Earlier pre-registrations can now simply becomeinactive (although datasharing
obligationsremain). Please contact ECHA if you need support in de-activating alarge
number of pre-registrations at once.

C. The EINECS entry for a substance covers several different substances

If the substance of one potential registrant appears to be sufficiently different to
prevent data sharing with some or all other potential registrants of the pre-SIEF, a split
of the EINECS entry should be considered. This may occurinthe case of very broadly
defined EINECS entries. When the exchange of the specifications of their substance
leads to the conclusion that their substances are not the same, potential registrants of
the original pre-SIEF may decideto splitinto several SIEFs (see section 3.2.1 above) and
consequently register within several joint submissions for the same EINECS entry. All
SIEFs will need to agree on the need to establish different joint submission and must
contact ECHA to enable the creation of additional joint submissions under the same
numerical identifier. Such exceptional requests will be scrutinised by ECHA
concerning substance identity before allowing multiple joint submissions for the
same EINECS entry.

D. Phase-in substances where no EINECS/CAS entries or other numerical
identifiers exist (in particular cases related to Art. 3(20) (b) and (c)).

Inthese cases, the name of substances as pre-registered should be the starting pointin
clarifying substance identity and the composition of the SIEF. When, based on the
Guidance foridentification and naming of substances under REACH and CLP, these
substances are regarded the same, a SIEF will be formed and data sharing andjoint
submission obligationsapply.

As the submission of the numerical identifiers at pre-registration does not include
information on the actual composition of the substance, this could lead in some cases to
a situation in which the potential registrants will not be registering the “same”
substance (e.g. because the EINECS entry describes several substances).

In assessing the identity of the substances, potential registrants are advised to read
the Guidance for identification and naming of substances under REACH and CLP
carefully.

3.2.6. The lead registrant

Under the REACH Regulation the role of lead registrantis a mandatory role laid down in
Article11(1). Thelead registrantis defined as the ‘one registrant acting with the
agreement of the other assenting registrant(s)’ and it is he who must submit certain
information first, before others can submit their member dossiers.

REACH does not specify rules as to how the lead registrant should be selected. The lead
registrant must act with the agreement of the other co-registrants (SIEF participants)
and submit the joint submission dossier (prepared jointly by the SIEF participants),
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which contains information on the intrinsic properties of the substance.

Lead registrants are encouraged to submit the lead dossier well before the relevant
registration deadline, to allow time for other co-registrants to submit their member
dossiers.

After agreeing on the substance identity, the potential registrants have to agree on:
- who will be the lead registrant;

- which information will be submitted jointly (in particular whether the CSR or part
of it will be submitted jointly).

It meansthatall the manufacturers, importers and only representatives concerned by a
substance (independently from the tonnage band) should participate in the discussion as
soon as possible and agree on alead registrant and the information to submit jointly.

Note, that the lead registrant role is neither a privilege nor entails the obligation to
perform all the tasks of the SIEF in relation to registering the substance.

3.2.6.1. How to appoint the lead registrant?

The lead registrant may be one of those registrants having the highest interest in
registering the substance among the potential registrants, due to the portfolio
structure. It can also be the co-registrant who has most of data on the substance
already available or the one who has most information requirements to fulfil.

If only one potential registrant volunteers to become lead registrant he needs to persuade
the other potential registrants to agree to appoint him as lead registrant;

If two or more potential registrants volunteer to become lead registrant, they can seek an
agreement between themselves as to who will be the lead registrant and request
endorsement by all potential registrants. If the volunteers cannot agree, then itis
recommended that the other potential registrants appoint the lead registrant.

In case of lack of a volunteer to be the lead registrant, even a lottery is an option. In
any case, co-registrants will need to come to an agreement between themselves.
ECHA will not be able to assist on agreeing on who will be the lead registrant.

NB: Co-registrants should not consume too much time on appointing the lead
registrant, because they may risk overlooking other relevant tasks. In practice, the
formal appointment of the lead registrant can occur after the dossier has been
prepared.

In case the same co-registrants are involved in many SIEFs together, they can
consider sharing the lead registrant tasks so that each takes a similar share of the
work. Co-registrants can also agree on outsourcing the actual work. Nevertheless, in
all cases of joint registration, one company still needs to be formally nominated as
the lead registrant.

3.2.6.2. SIEF agreement and data-sharing agreement

The functioning of the SIEF, to be agreed by all SIEF participants, may be detailed in a
SIEF agreement. SIEF participants are free to choose the form and the clauses to be
included in such an agreement. This agreement is optional and may consist of e.g. a
combination of SIEF operating rules, participation processes and other important
aspects that the SIEF participants may consider on a case by case basis:

Some of the points which may be included in such a SIEF agreement are:

1. Mode of selection of the lead registrant;
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2. Duration of the lead registrant’s role (consideration of what will happen after the
last registration deadline);

3. Internal rules of designation/ transfer: the initial lead registrant may transfer the
lead registrant role in the joint submission to another registrant, as per the
internal rules defined and agreed in the SIEF agreement. The practical steps for
assigning the lead registrant’s role to another SIEF participant occur in REACH-

IT: the lead registrant is only allowed to leave the lead of the JSO (in REACH-IT) if
he assigns the new lead registrant role to a joint submission member and if, in
REACH-IT, the JS member accepts the lead registrant assignment.

In case the lead registrant ceases to manufacture or import the substance, the lead
registrant role may need to be transferred to one of the other joint registrants. The
existing rules on choosing a new lead registrant apply. If ceasing of manufacture or
import of the substance occurs upon receipt of a draft decision on evaluation, the
lead registrant cannot continue his duties as his registration is no longer valid (see
Article 50(3) of the REACH Regulation). A new lead registrant must be selected and
the role be transferred to him. In other cases of ceasing of manufacture or import of
the substance by the lead registrant (before the receipt of an evaluation decision),
the existing lead registrant may continue to carry out his duties, as his registration
for the substance is still valid (however the tonnage is set to zero). In such a
situation, the transfer of the lead registrant role may be preferable so as to facilitate
the communication with the Agency and other members (both current and future) of
the joint submission by ensuring that the new lead registrant continues to
manufacture/import the substance;

4. Form of cooperation between the parties: details of the participation processes and
obligations and liability of the SIEF participants (both lead registrant and members of
the joint submission) during the SIEF processes;

5. Form of access to the information (e.g. the letter of access, scope of rights granted,
right to use for purposes other than registration, right to use data for read-across,
other conditions, ...);

6. Compliance with competition rules and confidentiality obligations for all the parties;

7. Governing laws for the relationship in the SIEF and the mechanisms for disputes
resolution;

In practice the contractual relations within a SIEF can take different forms. More
information on the possible forms of agreement is provided in section 8.

While SIEF agreement (in whatever form) is an option, a data-sharing agreement is
mandatory according to the Implementing Regulation on joint submission of data
and data-sharing. Also the data-sharing agreement can have a different form from
SIEF to SIEF. It is up to the contractual freedom of the parties to agree on the form
of the data sharing agreement. However, regardless the form chosen, the mandatory
elements prescribed in the Implementing Regulation must be included in that
agreement:

a) itemisation of the data to be shared and their costs;

b) itemisation and justification of the administrative costs?®;

19 More details on the distinction between the different types of costs to be shared are provided in section
5.
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c) a cost-sharing model, which must include a reimbursement mechanism; any
possible future data needs must also be considered to be included in the cost-
sharing model.

Details on the mandatory elements to be included in any data-sharing agreement are
provided in section 5. These provisions apply to both SIEF participants and
registrants who had to/decided to submit an inquiry.

The Implementing Regulation entered into force at a stage when many SIEF and
data-sharing agreements had already been established and may have been in place
for several years. In these cases parties to the agreements have the possibility to
unanimously waive the obligation to itemise the data and establish a reimbursement
scheme. Nevertheless, the potential registrant of a substance for which an
agreement is already in place shall not be bound by the waiver (see section 5.5.5 for
more details).

Similarly, for costs and compensations incurred before the entry into force of the
Implementing Regulation a detailed documentation may be missing. In this case,
parties to the agreement shall make every effort to collate proof or to make the best
approximation of such costs and any compensation received from new registrants for
each year since the commencement of the agreement.

REACH describes the task of the lead registrant in jointly submitting information. In
order to identify the responsibility of each potential registrant in case of conflict, itis
recommended that all the potential registrants keep written records of the agreements
madein a SIEF (e.g.: whoisthe lead registrant, whois responsible forcommunication,
representation of data owners,...).

NB: Different types of standards and templates of agreements are already available
and used by different industries for data sharing purposes. Potential registrants may
therefore wish to contact industry associations and other sources in order to be
provided with examples and support.

Because each SIEF member is liable for the information submitted on their behalf by
the lead registrant in a joint submission, it is not advisable for the participants to
simply receive permission to be part of the joint submission (i.e. simply receive the
technical token to access registration in REACH-IT). SIEF members should be
granted access to all the information submitted on their behalf in the joint dossier
that they have paid for. By paying for a letter of access in order to participate in the
joint submission, the SIEF members should have access to the endpoint results for
which they have paid as well as copy of the robust study summary and study
summaries, if available. Further relevant information should be available on request.

3.2.7. Inter-SIEF rules (grouping, read-across)

Avoidingunnecessary animal testing isa main objective underlying the provisions for data
sharingin REACH. One way of achieving this is to use data relating to structurally related
substance(s), if it can be scientifically justified. Reading data across different
substances should always be carried out using expert judgment. The Guidance on
information requirements and Chemical Safety Assessment explains in detail how and
when reading across can be made (in particular ChapterR.5). Furthermore the Practical
Guideon™“howtoreport read-across and categories”, available at
http://echa.europa.eu/web/quest/practical-guides provides useful information on this
issue.

The Implementing Regulation explicitly encourages the sharing of relevant (animal
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and non-animal) studies that are conducted on a substance which is structurally
similar to the substance being registered in order to promote the development and
use of alternative methods for the assessment of hazards of substances and to
minimise animal testing. Therefore every request for access to studies across different
SIEFs will have to be negotiated on a case by case basis by the potential registrants
wanting to share access to the studies (please also read sections 3.3.3 for the “collective
route”and 3.3.5forthe“individual route”).

Potential registrants are invited to explore all read across potential with a view to
avoiding unnecessary testing on vertebrate animals.

It is to be noted that 12-year-rule (see section 4.6.1) applies also for read-across
purposes. If studies have been submitted in the framework of the previous
legislation on notified substances or under REACH more than 12 years before, they
shall be available for free for the subsequent registrants under REACH.

NB: when using the read-across or category concept in a registration dossier,
registrants always need to provide a scientifically relevant justification.

3.2.8. What are the obligations of SIEF participants?

All SIEF Participants must:
- Agree to the appointment of a lead registrant according to Article 11(1);

- Reactto requests for information from other SIEF participants (within one month
according to Article 30(1)); they are also obliged to react to requests coming
from potential registrants who have made an inquiry at ECHA for the same
substance;

- Provide other participants with existing studies both those on vertebrate animals
and others, if requested.

- Request missing data information related to vertebrate animal testing from other
SIEF participants. They may also requestother non-animal data from other SIEF
participants;

- Collectively identify needs for further studies to comply with registration
requirements;

- Identify non-testing means of fulfilling data gaps, before deciding on testing on
animals;

- Make arrangements to perform the identified tests/studies;

- Agree on classification and labelling where there is a difference in the
classification and labelling of the substance between potential registrants (see
section 3.3.4). However there may be morethan oneclassification and labelling, in
a given joint registration dossier (e.g. different impurities);

- Make every effort to reach an agreement on the sharing of information
required by REACH.

Data holders must respond to any request from potential registrants if they hold the
data relating to this request. Data holders are not entitled to request data.

Theenforcement of obligationsimposed on SIEF participants laid down in the REACH
Regulation will be under the remit of national authorities.

A liability of SIEF participants may also result from the breach of contractual
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arrangements between the parties.

Data holders, like other SIEF participants, should be mindful of property rights and
quality issues when making representations and granting rights to studies available to
them.

3.2.9. End of SIEF

According to Article 29, “each SIEF shall be operational until 1 June 2018". This date
coincides with the last registration deadline for phase-in substances, meaning that by
that date all pre-registrants should have registered their substances, unless they have
decided to cease their activities involving that substance or have not exceeded the 1
tonne perannum threshold which triggers registration obligations.

However, the data sharing activities within the SIEF may continue even beyond 1
June 2018, as the efforts and data generated by the SIEF participants in the
framework of their registration will be continuous between the submission of the joint
registration and after the end of the SIEF, for instance following substance or dossier
evaluation. Finally, a subsequent registrant may wish to use the submitted
information for registration purposes after 1 June 2018. According to the
Implementing Regulation, registrants are obliged to keep documentation related to
data and cost sharing for a period of 12 years following the latest submission of the
study (see section 4.6.1 about the “12-year rule”). Therefore, the registrants may
consider the need to extend their contractual relationship beyond 1 June 2018.

3.3. Data sharing rules for phase-in substances within
SIEF

Pre-registration entails several obligations for potential registrants. These encompass
data and cost sharing, joint submission, update of theirinformation, etc. When they are
part of a SIEF, they have the responsibility to share information with a view to preparing
the joint registration dossier, discussing data quality, need for opt-out etc.

As described in more detail later in this section, potential registrants may decide to
follow the “collective” or the “individual” route (opt-out for certain information
requirements while remaining part of the joint submission) to prepare their
registration.

3.3.1. Overall approach to data sharing

In addition to the obligations of SIEF participants described in section 3.2.8, Article
11 of REACH requires that studies and proposals for testing as well as classification
and labelling information must be submitted jointly by all registrants ofthesame
substance (according to Article 11, as discussedin sections 3.1.6 and 6.1, the "one
substance, one registration” principle), unless the conditions for opting out apply. This
part of the guidance considersboth the need to meetthelegal obligationsunderthe data
sharing process and the process leading toajointsubmission. See also section 4 for non-
phase-insubstances.

Article 30(1) provides that “before testing is carried out”participants in a SIEF
investigate whether a relevant study is available within the SIEF. The participants must
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request the study in case it involves tests on vertebrate animals and may request the
study in case of otherdata. This request for missing information then triggers the
obligation for the data owner to provide proof of its cost and further data sharing
obligations.

In practice, the potential registrants have the task to organise the data sharing
activities: i.e. to use more direct forms of cooperation to gather the required
information, to agree on the necessary data package and on the classification and
labelling, and to prepare for the joint submission of data.
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Owner of the
non-vertebrate
study does not
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SIEF members: is study available?

Must request the study if study involves
vertebrates

May request the study if study doesn’t
involve vertebrates

- Obtain data from outside
the SIEF

- Generate Annex VIl &
VIl data, or Art. 30(2);

- Submit testing proposal
for Annex IX & X data

No—— P

Owner of the
vertebrate study does not
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provide the study (ATt 30(1) provide the study

Others proceed as if no
relevant study is available
(Art 30(4))

Data sharing dispute according |
to Article 30(3)

Owner of the
non-vertebrate
study does not

provide the proof
of the cost

Owner of the
vertebrate study does not
provide the cost of the study

Owner of study provides proof of its cost

Process and possible
outcomes described in -
Fig.7 (section 3.4)

A

Agreement on cost sharing
if no agreement on cost sharing, the cost
should be shared equally

within 2w of
receipt of payment

Owner gives permission to refer to full
study report

v

Joint submission (according to tonnage band
requirements)

Figure 4: Data sharing principle within the SIEF

These activities can involve a review of all available data (including publicly available
data). Thisreview can be delegated to oneindividual member (or to an external expert),
subject to the assent of others. This may allow participants to determine and agree on
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classification and labelling, selection of studies and testing proposals to be submitted,
to agree the content of a possible joint chemical safety report and guidance for safe
use, etc. Consequently, it is recommended that SIEF members work together in the
identification of existing information (including publicly available data) and data
needs, identification of methods to fill in data gaps (via non-testing or testing on
animals, as a last resort), the generation of new information, and the preparation of
the joint registration dossier (“collective route”). This option is acknowledged as
being time-consuming, so the SIEF participants are free to organise themselves for
the benefit of all. However the criteria of fairness, transparency and non-discrimination
must always prevail in the negotiations.

In casethereis a disagreement regarding a specific endpoint, a potential registrant has
according to Article 11(3) (or 19(2) in case of intermediates), the possibility to opt out
from the joint submission for the particular endpoint (while remaining part of the
same joint registration). Subsequently the potential registrant does not have to rely
upon the full data set prepared and may submit data he already owns orwhich he
considers is more scientifically reliable, relevant and adequate, than the data chosen in
the jointly submitted dossier. Opting out does not relieve the potential registrant from
his obligation to make available and share data or to be part of the joint submission.
According to the implementing Regulation this also applies to registrants who have
ascertained that they are not required to share tests on vertebrate animals with their
co-registrants and intend to opt-out by submitting separately all or part of the
information required (see section 6.3 for more information).

3.3.2. Fulfil the information requirements for
registration

Data sharing must first be reviewed with reference to the information requirements for
registration. Essentially, REACH requires manufacturers and importers to collect data on
the substances they manufacture orimport, to use these data to assess the risks related
tothese substances and to develop and recommend appropriate risk management
measures for using the substances throughout theirlife cycle. Documenting these
obligations requires them to submit a registration dossier to ECHA.

Fulfilling the information requirements for registration is essentially a four step process,
which consists of:

- Gatheringall existinginformation (make an inventory);
- Considering information requirements;
- Identifying information gaps considering the information requirements;

- Considering non-testing methods and subsequently, if necessary, generating
new information or submitting a testing proposal in line with REACH obligations.

The participants of the SIEF are free to organise these steps as they best see fit.

3.3.3. The collective route

It is important to stress that REACH gives potential registrants the flexibility to
decide how they organise their data sharing and joint submission obligations. This
section of the Guidance describes how data sharing can be organised collectively
within a SIEF with the view to meet the objectives discussed in section 3.3.1 above,
including both the obligations related to data sharing and the preparation for the
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joint submission of data at Registration.

The following steps are only indicative:

Step1
Step 2
Step 3

Step 4
Step 5
Step 6
Step 7
Step 8
Step 9

Individual gathering of information available to potential registrants
Agreement on the form of cooperation/cost sharing mechanism

Collection and inventory creation of information available to potential
registrants

Evaluation of available information within the SIEF

Consideration of information requirements

Identification of data gaps and collection of other available information
Generation of new information/testing proposal

Sharing of the cost of the data

Joint submission of data
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Figure 5: Overview of the data sharing process for phase-in substances; pre-

SIEF and SIEF operation
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3.3.3.1. Step 1 - Individual gathering of available information

Potential registrants should first gather all existing available information on the
substance they intend to register. This mustinclude both data available“in-house”, as
well as that from other sources, such as data that are publicly accessible that can be
identified through a literature search.

The search, identification and documentation relating to “in house” information must
remain an individual exercise and companies have been encouraged to conduct this
data gathering exercise well ahead of the SIEF/data sharing phase, and even before
the pre-registration phase as the availability of the data (or lack thereof and
therefore the cost of generating the required data) may have been one of the
elements which could influence the decision to become a potential registrant for that
substance.

NB: Data gathering must be thorough, reliable and well documented, as failure to collate
all of the availableinformation on a substance may lead to unnecessary testing with
related resource implications.

If the cost related to this exercise has an impact on the final data-sharing, this needs
to be documented.

The information to be gathered by each potential registrant must include all
information relevant for purposes of registration, i.e.:

. Information on the intrinsic properties of the substance (physicochemical
properties, mammalian toxicity, environmental toxicity, environmental fate,
including chemical and biotic degradation). This information may come from in
vivo or in vitro test results, non-testing data such as QSAR estimates, existing
data on human effects, read across from other substances, epidemiological

data;

. Information on manufacture and uses: current and foreseen;

. Information on exposure: current and anticipated;

. Information on Risk Management Measures (RMM): already implemented or
proposed.

The information to be gathered at this stage should also include that on the
compositional profiles that they intend to cover with their registration (see SIP
concept mentioned in section 3 and detailed in the Guidance for identification and
naming of substances under REACH and CLP).

This data gathering exercise is to be done irrespective of the volume. Indeed, if the data
requirements at registration depend upon the volume manufactured or imported by
each registrant, registrants must register all relevant and available data for a specific
endpoint. Nevertheless, they have to share on request data available that correspondtoa
highertonnage threshold.

NB: Insummary, step 1 requires each potential registrant to assemble and document all
theinformation onthesubstance, availablein-house (regardless of the envisaged
registration tonnage) - includinginformation on the substance’s (1) intrinsic properties
(irrespective of tonnage), (2) uses, exposureand risk management measures. Potential
registrantsare encouraged to start gathering all relevantand available information as
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soon as possible, even before the formation of the SIEF for that substance.

3.3.3.2. Step 2 - Agreement on the form of cooperation/cost
sharing mechanism

Before potential registrants (and potentially other SIEF Participants) start exchanging
information on the data they have available, it is recommended that they first agree on
the form of cooperation that best suits them and the main rules applicable to that
cooperation, in terms of data and cost sharing. A pre-requisite to SIEF formation is the
documentation of the scope of the substance (i.e. substance identity profile) co-
registrants agree will be registered jointly. The substance identity profile defines the
compositional profile(s) agreed by the SIEF to refer to one substance.

Costs which need to be considered in any cost sharing agreement may be of various
nature, i.e. related to tests/fulfilling an information requirement (study costs) and
related to administrative work (either related to a particular information requirement
or general administrative costs).

When agreeing on a cost sharing mechanism, registrants need to make every effort
to reach a fair, transparent and non-discriminatory agreement. The Implementing
Regulation on data sharing and joint submission lays out additional criteria that need
to be taken into account for the cost sharing mechanism, introduced in subsection
3.2.6.2 and further detailed in section 5:

- Reimbursement mechanism;
- Provisions for sharing any costs from a potential substance evaluation decision;
- Possible other future costs.

Cost sharing details and methodology should be freely accessible to every SIEF
member and to new potential registrants.

Information accessible to all co-registrants should include a breakdown of the costs
of studies covered by the letter of access (or any other agreed method of access to
information). The same applies to administrative costs.

Registrants are required to share only costs related to information they need for
REACH registration purposes. This applies also to non-study costs. For example,
administrative costs assighed to workload exclusively in the context of 2010 or 2013
deadlines should not be shared by registrants who need to register in the lowest
tonnage band.

NB: In summary, step 2 requires potential registrants (and potentially data holders) to
(virtually) meet, discuss and agree on the main elements of the gathering of
information, identification of information needs, generation of missing information, and
sharing of the costs related to all registration activities.

As examples sharing of data could be considered as:

e notfair, if the data owner requests 100% of the cost of the study he paid where
there are several other registrants and the cost could be shared by all;

e nottransparent, if the data owner requests the payment of a generic fee for the
data contained in the joint registration dossier, without providing detailed
information on the costs of the individual studies.

e discriminatory,ifthe costsharing modelis applied differently for different
potential registrants (e.g. early-birds incentives).
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3.3.3.3. Step 3 - Collection and inventory creation of information
available to potential registrants

In step 3, potential registrants should first organize themselves to complete the data
collection phase, by collecting all information they have available individually. If
literature searches have not been doneindividually in step 1, these must be done jointly
at this stage in order to gather all available information.

To the extent that available data is not sufficient for registration purposes (step 6
below), potential registrants must collect data available from (1) data holders, (2) other
SIEFsand (3) outside the SIEFs. However, if the potential registrants know in advance,
for example from previous contacts, that they do not have a complete data set with
their own data, they may decide to contact data holders or other SIEFs early.
Information from other SIEFs can be obtained after requesting read—across from another
substance.

Collecting data available to potential registrants can be done in the form of a
questionnaire structured according to Annexes VI to X of REACH. This questionnaire
may also include a request to communicate the classification andlabelling of the
substance.

In order to help participants review available data a form is proposed, as an example,
in Annex 1.

As the above datais being collected, it should be entered into a common inventory. This
would best beinthe form of a matrix which compares the data available for each end
point (up to the highest tonnage threshold among potential registrants) with the data
needs and identifies key elements for each study, including the identity of the data
holder and the cost of the study. Where applicable, also administrative costs linked to
the study or to a specific information requirement need to be itemised.

To the extent that the literature search may require considerable time to be completed, it
isrecommended that potential registrants continue their work and initiate steps 4 and
possibly 5 below without waiting for step 3 to be completed.

NB: In summary, step 3 requires potential registrants to collect and create an inventory
of allinformation onthe substance they haveavailable within the SIEF. They may also
consider atthis stage data available to data holders, in other SIEFs and outside of the
SIEFs, in particularin situations where potential registrants know they do not have a full
data set for registration purposes.

3.3.3.4. Step 4 - Evaluation of available information within the
SIEF

The next step is for potential registrants to evaluate the data available on the substance
to be registered. This step may be undertaken by the lead registrant, any other
potential registrant, or a representative acting on behalf of all potential registrants.

Essentially, for each endpoint, the following actions must be performed:

- Assess the relevance, reliability, adequacy and fitness for purpose of all
gathered data (for more details please consult the Guidance on information
requirements and Chemical Safety Assessment for arriving at conclusions on
the hazard assessment and for risk characterization).




OCoOoONOOTUT PRWNHK

Guidance on data sharing
Draft Version 3.0 (Public) - April 2016

59

- Determine the key study for each endpoint: Thisis the study of greatest relevance
taking into account the quality, completeness and representativeness of the
study. This is a critical step, as these key studies are generally the basisforthe
assessment of the substance.

- Determine which information/study (or studies) needs a robust study summary
(normally the key study) or astudy summary (otherstudies). A robust study
summary should reflect the objectives, methods, resultsand conclusions of a full
study report. The information must be provided in sufficient detail to allow a
technically qualified person to make an independent assessment of its reliability
and completeness — without having to go back to the full study report (for more
details, please consult the Guidance on Information Requirements and Chemical
Safety Assessment, Chapter R.7).

Depending on the situation, potential registrants may be in possession of only one
key study on an endpoint or may have several studies.

() If only one valid study is reported on an endpoint:

Potential registrants have to use the information available (robust study summary) for
that study so asto conclude on the endpoint (thisislater reported in the IUCLID
endpoint study summary). If the endpoint study record has been documented
sufficiently, potential registrants would only need to use information already
summarisedintheendpoint study record.

(i)  If more than one valid study is available on an endpoint:

Potential registrants have to use all available information reported in the different
endpoint study records in order to conclude on the endpoint. Usually the first
information to be used should be the robust study summary of the key study
documented in the endpoint study record. The otherinformation should be used only as
supporting evidence.

However, there might be cases where there will be more than one key study on a
specific endpoint or no key study. In these situations the assessment should be done
by using all available information in a weight of evidence approach. In such situations
the endpoint study summary should be well documented and all studies discussed to
justify the final conclusion.

The same applies when alternative methods (e.g. (Q)SARs, read across, in-vitro
methods) are used as relevant information for the final assessment and conclusion.

NB: If the lead registrant, any other potential registrant, or a representative acting on
behalf of all potential registrants acts, in step 4, on behalf of all potential registrants, he
needs to provide clear justifications for the choice of a given study if requested.

Guidance on how to use alternative methods or a weight of evidence approach, on how to
identify and measure environmental fate and physico-chemical properties, and make
human health and environmental assessments is available in the Guidance on the
Information requirements and Chemical Safety Assessment.

This approach should be used by the registrant to fill the endpoint study summary with
the three following types of information:

¢ A summary of the data available on a specific endpoint as well as a conclusion
regarding the assessment of a specific endpoint for the substance (e.g.
reprotoxicity, acute toxicity to fish, biodegradation);



oNOUT A WNH

(o)

=
N = O

13

14
15
16
17
18

19

20
21

22

23
24

25
26
27

28
29
30
31
32

33
34
35
36

37
38
39

40
a1

42
43

44

60 Guidance on data sharing
Draft Version 3.0 (Public) - April 2016

e The classification and labelling of the substance (for human health,
environment and physico-chemical properties) as well as a justification for
this classification;

e PNECs and DNELs values as well as a justification of the reported values.

Technicalguidance on howtocompletethe endpoint study summariesisgiveninthe
GuidanceonIUCLID. It should be noted thatinformation included in the endpoint study
summariesin IUCLID 6 can be automatically extracted to generate the Chemical Safety
Report.

NB: In summary, step 4 requires potential registrants to evaluate all available data,
which includes an evaluation of the quality of the data, the selection of key studies for
each endpoint and the drafting of relevant (robust) study summaries.

3.3.3.5. Step 5 - Consideration of information requirements

The next step is for potential registrants to identify precisely what are the information
requirements for the substance that they intend to register, considering in particular
the tonnage band that is relevant to them, the physical parameters of the substance
(relevant for technical waiving of tests) and uses/exposure patterns (relevant for
exposure based waiving).

NB: Potential registrants are only required to compensate financially for the data
required by the REACH Regulation according to their tonnage band.

As described more fully in the Guidance on registration, Article 11 requires registrants
to:

e provideall relevantand available physicochemical, toxicological and
ecotoxicological information that is available to them, irrespective of tonnage
(this includes data from an individual or collective literature search);

¢ asaminimum, fulfil the standard information requirements as laid down in Column
1 of REACH Annexes VII to X for substances produced orimported in a certain
tonnage band, subject to waiving possibilities, as described below. The simplified
list of information requirements is available here:
http://echa.europa.eu/requlations/reach/registration/information-requirements .

In all such cases, the registrants should indicate clearly and justify each adaptationin
the registration. For each of the REACH Annexes VIIto X, Column 2 lists specificcriteria
(e.g. exposure or hazard characteristics), accordingto which the standard information
requirements forindividual endpoints may be adapted (i.e. data waiving).

In addition, registrants may adapt the required standard information set according to
the general rules containedin Annex XI of the REACH Regulation which referto situations
where:

e testing does not appear to be scientifically necessary;
e testingistechnically not possible;

e testing may be omitted based on exposure scenarios developed in the chemical
safety report (CSR).

Note that ECHA also provides a practical high-level overview of the REACH
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requirements for registrants of substances manufactured or imported at tonnages of
1-100 tpa. This Practical Guide for managers is available on the ECHA website at:
LINK [....]

NB: The information requirements have been revised and have changed regarding
certain endpoints?® compared to the first two registration deadlines. These changes
make non-animal test methods the default. If there is no longer a need to provide
certain information, the potential registrants do not need to provide or negotiate
access for this information (even if the data has already been generated and
submitted by the existing registrants).

For phase-in substances, manufactured orimported between 1 and 10 tonnes per year,
thefullinformation requirements are only applicable if one or both of the criteria laid
down in Annex III are met. In order to support the registrants, ECHA has generated
an inventory of substances for which there is evidence that they would possibly fulfil
these criteria (i.e. for those substances submitting only physicochemical information
will not be sufficient) and support material outlining an effective step by step
procedure for companies to consider REACH Annex III in the context of their
registration®!.

When Annex III criteria are not met only the physicochemical information
requirements in Annex VII need to be fulfilled. This is particularly important for the
2018 registration deadline, in cases where the potential registrants will access an
already existing registration for the substance and are therefore not obligated to
participate in data and cost sharing for the non-physicochemical tests.

The information requirements for intermediates are reduced and there is no
requirement to carry out a chemical safety assessment for them. If the substance is
an intermediate, the registrant needs to provide any information which is available to
him for free. Thus he does not need to purchase a letter of access in order to submit
information on the substance. The only exception to that rule concerns the registration
of a transported isolated intermediate in quantities of more than 1000 tonnes per
year, where requirements of Annex VII apply and thus potential registrants will need
to share data and its costs with the existing registrants.

Further information on intermediates and the information requirements for
intermediates is available in the Practical Guide “How to assess whether a substance is
used as an intermediate under strictly controlled conditions and how to report the
information for the intermediate registration in IUCLID”.

NB: In summary, step 5 requires potential registrants to identify precisely what
their information requirements are, considering in particular the use and the
tonnage band relevant to all potential registrants, but also exposure patterns for
exposure waiving purposes.

20 Skin corrosion/irritation, serious eye damage/eye irritation and acute toxicity.

' For more information please visit the Annex Il dedicated webpage in the ECHA website at [xxx].
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3.3.3.6. Step 6 - Identification of data gaps and collection of
other available information

At this stage, potential registrants (or any (legal) person preparing the joint dossier) are
in a position to compare the information requirements and information gathered and to
identify whether there are information gaps and considerhow missing information canbe
generated.

If the potential registrants decided to carry out a collective literature search as
mentioned in step 3 this search will have to be completed before data gaps can be
identified leading to the steps described below:

If the available information is sufficient and the standard information requirements
are met, no further gathering of information is necessary. As described in step 5,
even in the absence of data for all the standard information requirements, justification
for waiving of the relevant test(s) must be provided in accordance with the criteria
under Annex XI.

In case the available information is considered insufficient, then potential registrants can
verify the data available from outside the SIEF and have to consider non-testing
methods before generating new information or making a testing proposal.

First, potential registrants must inquire to the data holders within the SIEF to identify
the information/data they haveavailable, either by requesting a relevant study for one
(ormore) given end-point(s), orby means of a questionnaire linked to Annexes VIto X of
REACH, if more data is missing. It is recommended that a short butreasonable deadline
isgivento data holders to communicate on the requested data (e.g. 1-3 months).

If the data gaps still exist, potential registrants can proceed similarly with data holders
in other SIEFs (for substances with a potential for (Q)SARs (Quantitative) Structure
Activity Relationships) or read-across)..It is advisable however, that data sharing
with non-SIEF members is centralised (e.g. undertaken by the lead registrant), and
it is ensured that access rights are obtained for all existing and future SIEF members
who would need this information for their registration purposes.

Finally, in some cases, instead of commissioning further testing, the registrant may
propose the limitation of exposurethrough the application of appropriate risk
management measures (for more details, please consult the Guidance on information
requirements and Chemical Safety Assessment).

Data gaps may be different for each of the relevanttonnage bands. For example, all
necessary data may be available for the registration of the substance up to 100 tonnes,
but the data is not sufficient for those companies manufacturing or importing the
substance above that threshold. In this case, and unless they would have an interest
in acquiring additional studies for other or future use, only those companies
requiring these studies will need to share the cost of the studies to be obtained. In
principle, there is no need to make data gaps analysis for registrations of
intermediates, except for a registration of a transported isolated intermediate in
quantities of more than 1000 tonnes per year.

NB: In summary, step 6 requires potential registrants to identify precisely the data gaps
to be filled. Before animal testing is conducted or a testing proposal is submitted,
potential registrants MUST verify whether the missing data is available to data holders
within the SIEF. Additionally the potential registrants can verify outside the SIEF or even
with potential data holders not involved in REACH whether thisinformation hasalready
been generated.
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3.3.3.7. Step 7 - Generation of new information/testing proposal

In case data gaps are identified in step 6, information on intrinsic properties of
substances may be generated by using alternative sources for information other
than in vivo testing, provided that the conditions set out in Annex XI are met. The
registrant may use a variety of methods such as (Q)SARs, in vitro tests, weight of
evidence approaches, grouping approaches (including read-across). The registrants
will have to be able to demonstrate to ECHA that they have considered non-animal
testing methods first, as generating actual tests on animals is to be considered as a
last resort.

When an information gap cannot be filled by any of the non-testing methods, the
potential registrants have to take action depending onthe missing data:

a. in case a study as listed in Annexes VII and VIII (whether or not involving
vertebrate animals) is needed for registration, and is not available within the
SIEF, a new test will need to be conducted in order to complete the dossier.
Consequently the potential registrants must generate new information and
need to agree on who will conduct the missing study before submitting their
joint registration dossier. For more details, please consult the Guidance on
Information Requirements and Chemical Safety Assessment available at
http://echa.europa.eu/guidance-documents/guidance-on-information-
requirements-and-chemical-safety-assessment .

b. in case a study as listed in Annexes IX and X (whether or not involving
vertebrate animals) is needed for registration, and is not available within the
SIEF, the potential registrants must first consider all non-testing methodologies
to fulfil the information requirement. Only if an information requirement cannot
be fulfilled using non-testing methods, do the registrants need to agree on and
prepare a testing proposal to be submitted as part of the joint registration
dossier for ECHA’s consideration. Additionally potential registrants have to
implement and/or recommend to downstream users interim risk management
measures while awaiting the outcome of ECHA's decision (as per Article 40)
regarding the testing proposal.

NB: The obligation to prepare a testing proposal also applies when the potential
registrants, as a result of the application of the rules in column 2 of the annexes,
propose (higher tier) tests of Annexes IX or X as an alternative to the standard
requirements of Annexes VII and VIII.

The procedure to be followed when a relevant study involving tests is not availableis
described in Article 30(2). Essentially, the potential registrants cannot proceed
individually with the generation of missing data and have the obligation to agree on one
of them performing the study on behalf of the others. In case no agreement can be
found, potential registrants may contact ECHA and request supportinidentifying the
registrant who will perform the missing test. For more details, please consult section
3.4.1.

NB: In summary, when there is no alternative, step 7 requires potential registrants to
either generate new data (when AnnexesVIIorVIIIapply)orto prepare atesting
proposal (when AnnexesIX and Xapply). Testingon vertebrate animals should always be
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conducted asthelastresort.

3.3.3.8. Step 8 - Sharing of the cost of the data

Once the potential registrants have completed the steps above and know the number
of potential registrants per tonnage band, they can organise the actual sharing of the
available data and communicate the costs involved, including any technical and
administrative costs. This can be done in stages, for example, starting with the
available data within the SIEF and then with the newly developed data, or as a single
exercise, when all data is available.

However ECHA recommends thatthe person preparing the jointdossier, communicate at
regularintervals so as to inform the SIEF participants of the progress of the registration
dossier preparation. Additionally it should be noted thatis notin ECHA’s remitto assess
whether costs are justified. In case of a dispute, ECHA will assess whether the parties
involved have made every effort to share the information in a fair, transparent and non-
discriminatory way.

For more details, please consult section 3.4 of this Guidance document.

As described above, itis recommended that potential registrants and data holders agree
early onthe data sharing conditions.

A few important points must be considered by the parties when doing so:

What needs to be shared forregistration purposes?

Article 10(a) requiresthattheregistrantbe™inlegitimate possession of or have
permissionto refer to the full study report summarised” in a study summary and a
robust study summary which are to be submitted for the purpose of registration”.

Establishing conformity with this provision requires clarifications regarding (1) the
nature of the data that is required to be submitted and/or accessible at Registration,
and (2) the rights of the registrants to that data.

1. Nature of the data

A clear distinction must be made between: (a) the full study report, (b) the (robust)
study summary and (c) the results of the study.

a) Normally, when e.g. atoxicological or ecotoxicological study is commissioned, the
laboratoryin charge will issue a full study report and passiton to the party who
commissioned and paid the study. This term is defined in Article 3(27) as “a
complete and comprehensive description of the activity performed to generate
the information. This covers the complete scientific paper as published in the
literature describing the study performed or the full report prepared by the test
house describing the study performed”. Often, the full study reportis not
published, andin such a case CBI may be claimed; if published, generally, such a
publication will be subject to copyright. REACH does not require that this “full
study report” be submitted at Registration, but rather that the registrant be
in legitimate possession or have permission to refer to it.

b) Tomakethe study more easily useable, but yet assessable by a reader,
laboratories or other parties prepare study summaries or robust study
summaries of the full study report. These terms are defined in Article 3(28)
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and 3(29), e.g.: “"Robust study summary means a detailed summary of the
objectives, methods, results and conclusions of a full study report providing
sufficient information to make an independent assessment of the study
minimising the need to consult the full study report.” (Robust) study
summaries are sometimes made publicly available by governments with the
consent of the owner of the full study report (e.g. the case of international or
national chemical assessment programs such as the EC risk assessment
reports, OECD/ICCA HPV program and the US HPV Chemical Challenge
Program). (Robust) Study summaries will normally be published on ECHA's
website, unless a registrant can justify to ECHA why this publication is potentially
harmful for the commercial interests of the company or another party. If ECHA
accepts the justification, the (robust) study summaries will not be published.

C) Extracted from the study report and the study summary is the “result” (or
conclusion) of the study. The result of certain studies submitted for the purposes
of registration will be published on ECHA’s website (Article 119(1)(d) and (e)) and
cannot be claimed to be confidential. This publicly available information is not
sufficient for a third party to submit a registration as any registrant must
submit the relevant (robust) study summaries and have permission to refer to
the full study report.

2. Right to the data (full study report)

Clear distinction must be made between: (a) ownership of the full study report; (b)
legitimate possession of the full study report, (c) right to refer to the full study report
and (d) possibly other rights.

a) ownership of the full study report would normally be with the party(ies) who
hold all**> the property rights over the data (data owners). These property rights
are borne either automatically (because the owneris the creator of the studies
or tests) or through the will of the parties (i.e. contract).

In case the property rights over the data have been licensed by a contract (i.e.
assignment of rights, license agreement, letter of access, mandate etc.) the
person/entity to whom those property attributes have been licensed becomes either
full*® owner of all the property rights over that data (i.e. in case the entire property
rights over the data have been transferred - assignment of rights) or partial owner/user
(in case only certain scientific materials have been licensed or only some attributes of
the property rights have been granted, i.e. a license granted to the lead registrant to use
the studies (only) for registration purposes).

b) The notion of legitimate possession of the full study reportis mentioned in
Article 10 of REACH. However, this term is not defined in the Regulation. In case
of published information this can be inferred from the legislation applicable to
the use of intellectual work, namely copyright law.

% The attributes of the property right are very extensive: e.g. the right to use the data for different
purposes (including registration under REACH), re-use the data, translate, exploit, sell, transfer,
distribute, reproduce, prepare derivative studies, include the studies/ data in other studies etc.

23 When the data owner is acting as a registrant, even though he acquired full ownership over the data,
he still might be prevented from using/disposing of the study as he best sees fit. For example, Article
30(1) requires the “owner of the study” to provide proof of cost to the SIEF Participants requesting it.
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The requirementto bein legitimate possession should be read together with REACH
Article 30(1) to mean that the registrant is required to hold the right to use the data for
the purpose of the registration, although the right to use the data for other purposes
could be limited. A possible concrete example would be to have a copy (in electronic or
paper form) of the full study report, with the valid right to use the data for registration
purposes.

Taking into account that the full study report is primarily an intellectual creation and
thus covered by the legislation on intellectual property rights, it would not thus be
possible for example to use data stolen fromadataowner, orbreachingalicense
agreement.

In addition, intellectual property is a matter of private law, which applies
autonomously from the REACH Regulation. Legitimate possession may therefore be
questioned under REACH where a breach of intellectual property rights is already
established. Such a breach can be established exclusively by an authority or court
competent in intellectual property.

C) REACH also refers to the right to refer to the full study report for the purposes
of registration. This concerns the right to refer to a study already submitted for
registration by the owner(s) of the full study report or another registrant.
Consequently the data owner or the legitimate user of the data can provide a
“letter of access” or a license or any other form of agreement to another party
(licensee) that is limited to the use of the data for one or more specific purposes,
such as for registration under REACH, but without necessarily transferring on to
that party a copy of the full study report but only the right to refer to that
study;

d) By contrast, a mere copy of the full study report, with no letter of access or right
to use the data, is not sufficient for registration purposes, unless the full study
report itself is publicly available and not protected under copyright or other
relevant intellectual property rights.

NB: Except for specific cases enumerated in Article 10(a) last paragraph, the registrant
must bein legitimate possession or have permission (e.g. a letter of access) to referto a
full study report. This also applies to cases where robust study summaries or study
summaries can be found on the internet (for example summaries published in the
framework of the OECD/ICCA HPV Program).

In addition, regarding electronic information that is publicly accessible, such
information cannot be simply used for the purpose of satisfying the minimum
information requirements in a registration. Potential registrants should carefully check
to what extentinformation may be used for free and whether certain uses of those
studiesinfringe copyrights of the owner(s). This also applies to cases where accessis
given to full study reports by Government agencies (for example through the US
Freedom of Information Act or similar legislation®*).

24 This case should not be confused with the access to (robust) study summaries granted by ECHA during the
inquiry process, for which the 12-yearrule applies. These (robust) study summaries can be freely used for
registration purposes. For more information referto Section 4.6 of this guidance document.
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The“legitimate possession” or“permission to refer” required by Article 10 of REACH
could be considered as derived directly from intellectual property law?. According to
copyright law rules, facts and data themselves which are to be used to create a study
summary are generally not copyright protected. Furthermore references to and
quotations from a work (the full study report in this case) in the study summaries and in
the robust study summaries can also be made, provided that mention of the source and
the name of the authorifit appearsinthe published full study report is made. Copyright
covers only the form or mode of expression, but facts and data themselves which are to
be used to create a study summary for the purpose of the registration dossier are
generally not copyright-protected.

ECHA, on its dissemination website, reminds potential registrants that pursuant to
Article 10 of the REACH Regulation, robust study summaries and study summaries
made publicly available on ECHA’s website may only be used for the purpose of
registration where the potential registrant is in legitimate possession of the full study
report or has permission to refer to the full study report. Furthermore for material
where copyright is vested in a third party, permission for use, reproduction and
distribution must be obtained from the copyright holder. Finally, the information
disseminated on ECHA's website is not enough on its own to fulfil the REACH data
requirements since the potential registrant must ensure the reliability, quality and
relevance of the data he submits in his registration.

How to grantlegitimate possession orrightto refertodata?

Legitimate possession or right to refer to a full study report (1) is typically granted by
owners of the full study report but (2) is sometimes granted by law or by authorities.

1. Granting legitimate possession or a right to refer to the full study report
normally requires an agreement between the parties. When the reportis
subject to copyright or CBI, granting legitimate possession may take the form
of a “license to use” the data, while a right to refer to the data can be granted
by a simple “letter of access”. While negotiating these agreements, careful
attention should also be paid to the rights so granted (right to use for REACH
only or also for other purposes), the information provided and possibly the
duration of such agreement or access, and associated costs. Furthermore the
rightto sub-licence may also need to be considered (e.g. thelicenceis granted
tothelead registrantwho needsto extend the right to the legitimate SIEF
participants).

2. In some cases, the right to use or refer to data is granted by law or
regulatory authorities. This is the case pursuant to Article 25 of REACH
which provides that “any study or robust study summaries of studies
submitted in the framework of a registration at least 12 years previously
can be used for the purposes of registration under REACH by any other
manufacturer or importer.” Hence, according to the “12 year rule” it is
possible to refer to any study and robust study summaries without the
need to have legitimate possession of them. Additionally Article 10(a)
exempts study reports covered under Article 25(3) from the requirement that

%5 The Berne Convention for the Protection of Literary and Artistic Works (1886), as last amended in 1979.
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the registrant shall be in legitimate possession or have permission to refer to
them.

This is also the case in specific circumstances under the inquiry procedure
(as described in section 4) or when the parties do not agree on data
sharing within a SIEF (Article 30(3)). It is however important to note that
this specific “"12-year rule” relates only to study summaries or robust
study summaries submitted in the framework of REACH registration and
they may not be freely used for other purposes. This case should not be
confused with the access to (robust) study summaries granted by ECHA
during the inquiry process, for which the 12-year rule applies. These
(robust) study summaries can be freely used for registration purposes.
For more information refer to section 4.6 of this guidance document.

In general, when the studies are publicly available the contained data can be used
without the need to contemplate the copyright of the study. However copyright does not
allow the potential registrant to copy the text of the study — the fixed expression — into
the registration dossier. The data can be used to produce an own study summary.
However, the use of published data for the purpose of satisfying the minimum
information requirements in a registration still requires legitimate possession or the
right to refer to the full study report (i.e. the published study itself on which the study
report is based).

In the case of the published full study report, “legitimate possession” or “right to refer
to” could in many cases be granted by the purchase of the periodical, albeit not
necessarily in all cases. If the status of the published study cannotbe deduced from the
copyright clause displayed with that study (e.g. the publisher excludes only commercial
use), thenitisadvisable to check with the copyright owner to what extent companies are
allowed to use the published studies in their own dossier. If necessary such aright may be
obtained through a “Letter of Access” or any other form of agreement ensuring a
“license” to use the relevant information for the purpose of registration. Note that the
copyright owner might not necessarily be the author of the study, but ratherthe
publisher or the webmaster.

In other words, registrants should try to negotiate with the copyright owner a license
that will allow them to refer to the published data.

It is important to note that, wherever joint submission of information in accordance
with Article 11 or 19 REACH applies, the check of the conditions of use of the published
information must take into accountthe fact that the information will be used not only by
the lead registrant, but also by all the other members of the joint submission for the
same substance. If any agreement with the copyright owner or his representativeis
necessary, it should ensure the legitimate use of the published study for all members of a
joint submission - including potential future members requiring access to the
information.

The extension of the rights over the study can be obtained through a‘letter of access’ or
any other form of agreement. Theagreement needstoensurethatregistrantscan
demonstrate “legitimate possession” of the relevantinformation for the purposes of the
REACH registration.

If the copyright owner refuses to grant a license to potential registrant(s), it should be
considered that some parts of the published documents may not be protected by
copyright and, therefore, can beincluded in the registration dossier.

\ NB: Copyright covers only the form of expression, but not the facts and data included in |
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the work. This type of information can be included in the dossier without the consent of
the copyright owner provided that the text from the published study is not copied as
such in the study summary. In this case there is no need for prior permission to refer to
the data, but references and quotations to the study should be made. Be aware however
that the use of published data for the purpose of satisfying the standard information
requirement still requires the right to refer to the full study report (i.e. the published
study itself on which the study report is based)

The source and the name of the author should be mentioned ifthey appearin the
published article. However, when relying on a copyright exemption, the entire full study
report or substantial parts of it cannot be copied assuch. Inaddition, and only very
exceptionally, in cases where the arrangement or selection of particular facts may be
considered as constituting a completely novel and original expression, these may also be
subject to copyright. Furthermore, quotation, alsoindicating the source and the name of
the author, should be used whenever appropriate in accordance with fair practice and to
the extent required by the specific purpose of registration, as this should normally also
not infringe copyright.

Furthermore, copyrightis also subject to certain exceptions which may be applicable. The
reproduction right as one of the basic elements of copyright protection, which is
relevant in this context, is addressed in Directive 2001/29/EC?®. The reproduction right
is the exclusive right to authorise or prohibit direct or indirect, temporary or
permanent reproduction by any means and in any form, in whole orin part for authors,
of their works (Article 2(a) of the Directive). There are several exceptions and
limitations (Article 5 of the Directive) thatcould be considered asrelevantforthe
published study material to be used for REACH purposes (e.g. quotation of a work which
has already been lawfully made available to the public for purposes such as review
(Article 5(3)(d)), use of a work to ensure the proper performance or reporting of
administrative proceedings (Article 5(3)(e)). The appreciation of the situationina
particular Member State would thus require checking the actual transposition of the
Directive into national law. Apart from national law, national jurisprudence of the
particular country would also be relevant to establish the precise context of such an
exception.

Therefore, from the EU law perspective alone, no conclusive view can be made as to the
possible application of certain exceptions of or limitations to the copyright protection to
uses of information for REACH purposes, asitis largely dependent on the applicable
national law. The applicable national law is in fact the law where the protection is
claimed. Itis also important to stress that some aspects of copyright may extend
beyond the EU/EEA area (notably when works are published onthe internet).

In summary, registrants may be entitled to use the content of a published articlein a
different form, as longastheappropriate national copyrightand/or data protection
law(s) have been previously checked and respected. In case of uncertainty, itis
recommended to seek legal advice from a national lawyer specialised in the copyright
field.

26 Directive 2001/29/EC of the European Parliament and of the Council of 22 May 2001 on the
harmonisation of certain aspects of copyright and related rights in the information society, OJ L 167,
22.6.2001, p. 10.
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Determining ownership: origin of the data

Data (full study reports) usually belong to (1) companies, (2) industry associations,
(3) consortia, or (4) official bodies:

1. Companies: When companies carry out studies themselves or commission
them, they then normally have full ownership rights on the studies,
including the right to grant access to that data. Within a group of
companies, the data may be held by one single legal entity within the group
and will not necessarily be disclosed to other companies of the same group
without a specific agreement. Indeed only data owners who are part of the
same SIEF are bound by the provisions of Article 30. Data owners who are
outside the SIEF are not obliged to share data under REACH.

A study can be considered as available within the SIEF if access to the full
study report may be obtained by every potential registrant through
requesting it from other SIEF participants (either on the basis of an
agreementinline with Article 30(1) or through an ECHA decision under
Article 30(3)). This presupposes that the study is either directly owned by
any of the SIEF participants orin case the study owneris outside the SIEF, a
SIEF participantis nonetheless allowed to share the study with other SIEF
participants, especially if that study has already been submitted to ECHA.

2. Industry associations: In certain cases, trade associations commission
studies and hold data on behalf of their members. The issue here is to
determine the owner(s) of the data, i.e. the association, its members, or
the members of a specific “interest group” within the association. This will
usually require reviewing the by-laws of the association and/or documents
constituting the interest groups, for example. These documents may also
determine the rights of companies that decide to leave the association or
the group.

3. Consortia: Companies within a consortium may decide to share existing dataor
generate new data. Ownership of the data will normally be determined by the
rules of the consortium contract or in separate arrangements when the study
is shared or commissioned. Normally, the rights to the data are granted to
those contributing to the costs of the data. As mentioned above, in some
cases, the consortium agreement limits the rights of the consortium
members to use the data they share or generate, so that they may not enjoy
“ownership” rights to that data.

4. Official bodies: Studies are also generated by governmentagencies, research
institutes, universities or international organizations and are also copyright
protected. Ownership normally lies with the government, university or the
international organization. Rights to refer to the data will have to be
requested from the body in question. Importantly, it is not because the
study summary or full study report is published by these official bodies
that the study can be freely used for registration purposes. In some cases
the study itself may be copyrighted or belong to another party holding full
ownership rights to that study.

How and when can the data and costs be shared?

SIEF participants are free to organise their cost sharing. The basic principles of
fairness, transparency and non-discrimination enshrined in the REACH Regulation



OWCoOoON OoOuUulh WNH

25

26
27
28
29
30
31
32

33
34
35
36

37
38

39

40
41
42
43
44
45
46

Guidance on data sharing 71
Draft Version 3.0 (Public) — April 2016

and clarified further in the Implementing Regulation apply, also bearing in mind that
data sharing is not designed to generate profit for the data owner(s), but to share
the actual costs incurred.

Several compensation formulae are described in this guidance document as starting
points (see section 5). Also, the parties must organise the physical transfer of the
data (RSS, or letter of access) among themselves.

When potential registrants include manufacturers and importers of substancesin
differenttonnage bands, differentregistration deadlines will apply. Insuch cases,
agreementon dataand cost sharing between potential registrants may have been
reached before the 2010 or 2013 registration deadline. The data sharing model must
therefore be clearly justified so that it is fair, transparentand non-discriminatory also
for the potential registrants joining an existing registration in 2018 and later. Actual
payment of the share of the cost is required at the time of registration, unless otherwise
agreed among potential registrants.

NB: Insummary, understep 8, potential registrantsorganiseamong themselvesthe
actual exchange of data and compensation thereof, so that each potential registrantis
entitled to register on time by his required registration deadline and is/has properly
compensated for the data he has/is provided (with) to have access to the information
he needs to complete his registration, potential registrants are only required to pay for
studies which they need in accordance with theirtonnage bands. Also costs related to
SIEF and joint submission management and other administrative non-study costs
should be shared proportionally.

3.3.3.9. Step 9 - joint submission of data

All existing relevant and available information gathered when preparing a joint
registration dossier has always to be documented in the technical lead dossier. For
substances manufactured or imported in quantities of 10 tonnes (or more) per year
per registrant it must also be documented in the chemical safety report (CSR). At least
all the information required under Article 10(a) for the technical dossier and under
Article 10(b) for the chemical safety report (CSR) needs to be documented in the
specified reporting formats (AnnexIoftheREACH Regulation).

The lead registrant will also have to request confidential treatment of data submitted
jointly (Art 10(a)(xi), if appropriate, while the confidentiality claim on information
opted-out by the member, lies with the respective member who submitted this
information.

The provisions of Article 10(a) must be complied with by all registrants in a joint
submission.

3.3.4. Classification and labelling

Agreement on classification and labelling is one of the two objectives of a SIEF.
Registrants are required to provide the classification and labelling of the substance in
the registration dossier as described in Annex VI, Section 4 as part of the technical
dossier (Article 10(1)(iv)). The SIP will need to define the compositional profiles the
SIEF have agreed refer to their one substance. The classification and labelling of each
composition profile agreed (if more than one) would need to be documented in the
SIP for transparency.
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The CLP Regulation stipulates that notifiers and registrants shall make every effort to
come toan agreed entry to be included in the Classification & Labelling Inventory
where notification results in different entries for the same substance. This provision
(Article 41 of CLP) includes ex-post agreements after notification has already been
done, butis not necessarily an agreement prior to notification which is based on
discussions (and datasharing)ina SIEF. Further details areincluded in the Manual on
“Howto prepare a classification and labelling notification”, available at:
http://echa.europa.eu/manuals.

Itis recommended that early in the SIEF process potential registrants exchange
information on the classification and labelling that they individually apply. It can be
reasonably anticipated that if there is no difference in classification and labelling
between participants, thisis a good indication that data can be shared.

Ifthere are differences in classification and labelling, SIEF participants can then
investigate whether such differences stem from different data information (intrinsic
properties) underlying the individual classifications, or from different characteristics of
the substances as further explained in the two examples below.

Examples:

1. Manufacturer A classifies his substance for a given health hazard on the basis
of a study which is not available to manufacturer B. Manufacturer B does not
classify for the same health hazard due to lack of adequate and reliable data
and otherinformation.

Discussion: manufacturer B should request, in accordance with the provisions
of Article 30(1), the missing datafrom manufacturer Aand bothAandB
should therefore consider applying the same classification.

2. Both manufacturers A and B have adequate and reliable studies on a given
hazard. The study on the substance from manufacturer A suggests
classification. Another study on the substance which is available to
manufacturer B suggests no classification. However this is due to the fact
that the substances manufactured by manufacturer A and B have a
different hazard profile because of differences linked to the production
process (e.g. impurities, isomers).

Discussion: the classification differs due to different impurity profiles
while both studies are sound. The possibility of sharing data between
manufacturers A and B for the respective hazards does not have a
reasonable basis. The SIP will document the compositional profiles
covered by the dossier and will report why different compositional profiles
are considered separately and their corresponding classification and
labelling as relevant.

Prospective registrants of the same SIEF are required to agree with each otheron
classification and labelling. This does not necessarily mean that the classification and
labelling is the same for all manufacturers and importersofthesamesubstance. The
same substance may be manufactured through different processes, leading to different
impurity profiles, see also section 1.1.7.2 of the Guidance on the Application of the CLP
Criteria available at: http://echa.europa.eu/web/guest/guidance-
documents/guidance-on-clp. The same situation may alsooccurwhen different raw
materials are used. In these cases, however, data sharing may still be possible.



http://echa.europa.eu/manuals
http://echa.europa.eu/web/guest/guidance-documents/guidance-on-clp
http://echa.europa.eu/web/guest/guidance-documents/guidance-on-clp
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Can data be shared when classification and labelling differ?

The obligation to share data applies to registrants of the same substance that arein the
same SIEF. Differences in classification and labelling are not a justification for non-
sharing of information. Indeed, the SIEF participants may agree that different
classification and labelling may apply to the same substance, for instance if the
difference is attributed to a well identified impurity, for which the relevant hazardous
properties are known. Consequently, if appropriately justified and demonstrated with
transparent documentation, the joint registration dossier submitted by the lead
registrant can contain more than one classification and labelling.

NB: Members of the SIEF can also disagree on the classification and labelling of the
substance (for reason other than differences in the impurities profile, different
interpretation of test results) (pursuanttoArticle11(3)(c)).Insuchacase, REACHallows
the SIEF member(s) concerned toopt out from the joint submission and to submita
separate C&L. However a joint registration dossier can also have different C&L without
the need to opt-out and they are not necessarily an obstacle to data sharing.

However, it must be noted that different classification and labelling may have an impact
on the risk assessmentandthe possibility of sharing the Chemical Safety Assessment
may become questionable.

3.3.5. Data sharing: individual route (opt-out)

Registrants must comply with their REACH obligations by proceeding as per Article 30 of
the REACH Regulation (i.e. data sharing). Registrants who opt-out must still participate
in the joint submission.

NB: Registrants are allowed to opt-out for certain or all given endpoints but must remain
members of the joint submission.

Hence the steps described below only apply for the endpoints for which registrants can
justify application of one of the three criteria under Article 11(3) that allow separate
submission of information.

Step 1 Individual gathering and inventory of available information
Step 2 Individual consideration of information requirements

Step 3 Sharing of available data, if needed

Step 4 Joint submission of data - Opt Out

Steps 1 to 3 are the same as those described above in the “collective route” except
that they will be conducted individually. They are only summarized below.
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3.3.5.1. Step 1 - Individual gathering and inventory of available
information

Step 1 requires the potential registrant to assemble and document all the information on
the substance thathehasavailablein-house onthesubstance’s: (1) intrinsic properties
(irrespectiveoftonnage); (2) uses, exposureand (3) risk management measures, andto
perform aliterature search.

3.3.5.2. Step 2 - Individual consideration of information
requirements

Step 2 requires each potential registrant to identify precisely what are the
information requirements for the substance he intends to register, considering in
particular the tonnage band that is relevant to him. In considering their information
requirements, potential registrants may consider the possible application of data
waivers (for instance on the basis of uses/exposure pattern), QSAR models, read-
across, and non-testing methods.

3.3.5.3. Step 3 - Sharing of available data

The potential registrant still has data sharing obligations on the studies he owns.

Before the study is made available to the requesting participant(s), an agreement has to
be reached on the cost of sharing the requested information according to the following
procedure:

e The owner of the study is obliged to provide proof of its cost to the participant(s)
requesting it within one month of the request.

e The cost of sharing the information has to be determined in a fair, transparentand
non-discriminatory way (see section 5).

e In case no agreement can be reached, the cost will be shared equally.

Following settlement on cost sharing, unless otherwise agreed, the owner must give
permission to referto the full study report within 2 weeks of receipt of payment.

Please refer to section 3.3.3.8 for guidance on the status of data to be shared, including
legitimate possession.

3.3.5.4. Step 4 - Joint submission of data

Joint submission of datais described in section 6 below. Being part of a joint submission
is compulsory. The “individual route” can be used only in cases where companies
have justified reasons to opt-out from the joint submission of data (for detailed
information see section 6.3). Even if no data will actually be shared among co-
registrants (i.e. opt-out from all endpoints), the sharing of the overall SIEF and joint
submission cost (not related to data itself but rather administrative costs) needs to
also be agreed in a fair, transparent and non-discriminatory way.



14
15

16
17
18
19
20
21
22
23
24

25
26
27
28
29

30
31

32
33

34
35

36
37
38
39
40

41
42

43
44

Guidance on data sharing
Draft Version 3.0 (Public) - April 2016

75

3.3.6. Data sharing with data holders

Data holders should receive financial compensation for the data they share with
potential registrants. As data holders have no obligation to register the substance, they
do not have“a share” in the registration of the substance and therefore are not involved
in the preparation of the joint registration dossier. Likewise, they are not required to
pay any cost linked to the preparation of the dossier or related to the organisation of the
data-sharing among SIEF members.

NB: Nevertheless, in order to facilitate the process data holders willing to share
relevant information should make themselves known as soon as possible. Once
involved in data sharing discussions they should respond in a timely manner, and well
in advance of the registration deadlines, to requests for data.

3.3.7. Additional registrant(s) joining the existing
(joint) submission(s)

If a joint registration dossier already exists some of the steps described above may be
omitted (e.g. steps 3.3.3.6and 3.3.3.7). The potential registrant must then contact the
existing registrant(s) and negotiate on the conditions for joining the joint submission
dossier that has already been submitted by the lead registrant on behalf of the other
assenting registrants. The potential and the existing registrant(s) (or their
representative(s)) must make every effort to agree on the sharing of the information
and of its costs in a fair, transparent and non-discriminatory manner. New potential
registrants should be provided with transparent and clear information on substance
identification, data access options and costs.

Where a data-sharing agreement is already in place and parties to that agreement
agreed to waive the obligation to include cost itemisation and/or reimbursement
mechanisms (see section 3.2.6.2), potential registrants shall not be bound by such
waiver(s). According to Article 2(2) of the Implementing Regulation, on request of the
potential registrants, the existing registrants have the obligation to:

- Provide the itemisation of the costs incurred after the entry into force of that
Regulation (26 January 2016));

- Provide proof of the cost of any study to be shared completed before the entry
into force of that Regulation);

- Make every effort to provide itemisation of all other costs incurred (before the
entry into force of that Regulation) including administrative costs.

The potential registrant may also decide to opt-out for some or all endpoints (see section
6), but still must be part of the joint submission. It should be noted that registrants
who decide to opt-out for some or all the information, are still required to contribute
to their share of the costs related to the joint submission and, if relevant, other
related administrative costs.

For more details on the conditions for the opt-outs, please consult section 6.3 of this
guidance.
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3.4. Data sharing disputes within a SIEF

Article 30 of the REACH Regulation sets out the rules applicable to data sharing
disputes within a SIEF and covers disputes resulting from disagreement on who will
conduct a new test and disputes resulting from disagreement on the principle and/or
the conditions of sharing existing vertebrate studies. Additionally, Article 5 of the
implementing Regulation requires ECHA, when settling disputes brought under
Article 30(3), to take into consideration the parties’ compliance with the provisions of
that Regulation regarding the requirement for fair, transparent and non-
discriminatory data and cost sharing. ECHA is also mandated by that Regulation to
ensure, in the context of the disputes brought under Article 30(3), that the ‘one
substance, one registration’ principle is complied with by the parties following a
dispute on data. Thus, even when there is no direct dispute on data itself (full opt-
out scenario), but only on conditions of joint submission, the dispute mechanism can
be invoked (see section 6).

Provisions ondata sharingand data sharing disputes alsoapply asan outcome of
evaluation processes (Article 53 of REACH) when new studies need to be performed.

Use of data-sharing disputes should be made as a last resort when data-sharing
negotiations have failed despite every effort to reach an agreement.

3.4.1. Data sharing disputes according to article 30(2)

In case a study (whether or not involving vertebrate animals) is needed for registration
(i.e.itisonelisted in AnnexesVII and VIII) andis not available within the SIEF, a new
test will need to be conducted in order to completethe dossier. Consequently, the SIEF
members needtoagree on who will conductthe missing study. However despite all their
efforts, they may still not find an agreement (being it due to the lack of volunteers or
due to more than one volunteer).

In accordance with Article 30(2) of the REACH Regulation where SIEF participants
cannot agree, ECHA should specify which registrant shall perform the test.

All participants who require the study must contribute to the costs for the elaboration of
the study by a share corresponding to the number of participating potential registrants.
Within two weeks of payment, each SIEF participant has the right to receive a copy of
the full study report.

Where no agreement on who shall conduct the new test can be reached among SIEF
members, one of the potential registrants can inform ECHA by using a web-form
available on the ECHA website
at:https://comments.echa.europa.eu/comments_cms/article302.aspx and by
providing the information listed below (the template is provided with the web-
form):

¢ The(company) names of the potential registrants that have tried to reach an
agreement;

e The (company) names of the potential registrants supporting the claim that a test
is needed;

e The (company) names of the potential registrants volunteering to perform the
test.

Based on the information provided, ECHA will select the registrant who will perform the
study on the basis of objective criteria (for the 2018 registration deadline however the
selection in most cases will be done randomly given the lack of significant differences
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among the potential registrants).

Once they have performed the study, the registrant must provide the full study report
to those potential registrants who require the test and have paid a share corresponding
to the number of participating registrants, within 2 weeks of the payment.

NB: This procedure only applies in case of disagreement on who shall perform
necessary testing and not in case of disagreement on the need to conduct the given
study. Therefore submitting the web-form cannot result in imposing a specific new
test on other potential registrants disagreeing on the content of the joint submission
dossier. ECHA will not assess whether the testing is required or justified.
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Furthermore, ECHA encourages parties to continue to make every effort to reach an
agreementon who will perform the study before it designates a SIEF participant,
especially if before the 2018 deadline there are few criteria that would objectively
differentiate potential registrants from each other and random selection would most

likely be used by ECHA. Should an agreement be reached

before that decision, the
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potential registrant who made the claim on the web-form shall inform ECHA as soon as
possible.

NB: The potential registrant(s) must obtain a decision from ECHA designating a
potential registrant to perform the study BEFORE submitting the registration.

3.4.2. Data sharing disputes according to Article 30(3)

SIEF participants have an obligation to “make every effort in reaching an agreementin a
fair, transparent and non-discriminatory way”. Further, they shall respect the relevant
provisions laid out in the Implementing Regulation on joint submission and data
sharing. A SIEF participant requiring the information included in a registration
dossier already submitted to ECHA by existing registrants or information available
within the SIEF before it has been submitted to ECHA, can contact ECHA, if he
considers that he has made every effort to share the data and its costs, while the
other SIEF participant(s) failed to do so. A specific web form is available on the ECHA
website for this purpose (see below). ECHA may decide to give permission to refer to
data to parties that have fulfilled their primary obligation to make every effortin
reaching an agreement.

3.4.2.1. Data sharing disputes according to Article 30(3) after
the joint registration has been submitted

In accordance with the objectives of REACH, the data sharing obligations apply in the
case of studies involving vertebrate animals contained in a registration dossier
already submitted as well as in the case of non-vertebrate studies if their sharing is
requested by the potential registrant. Within the SIEF, a data sharing dispute may
therefore arise on the sharing of data between existing registrants and subsequent
potential registrants. For instance, potential registrants with lower tonnage and
therefore later submission deadlines may seek to share the content of a registration
already submitted by registrants subject to earlier deadlines. A dispute may arise in
the case where the previous registrants (or their representative) have not replied to
several requests for sharing the data contained in the existing joint registration. A
dispute may also arise on the cost sharing, e.g. a case where the existing registrants
(or their representative) have requested the payment of a generic fee for the data
contained in the joint registration dossier, without providing detailed information on
the costs. A dispute may further occur in case the potential registrant disagrees with
the selection of data and intends to opt-out from some or all endpoints of an already
existing joint submission. While the opt-out registrant does not have an obligation to
share the costs of data from which he opts-out, parties may nevertheless encounter
difficulties in agreeing on the sharing of non-study costs associated with the joint
submission. In case of such disagreement, potential registrants, that have
ascertained that they have made every effort to reach an agreement with the
existing registrants on the sharing of such costs, have the possibility to lodge a
dispute to ECHA under Article 30(3) of REACH in conjunction with Article 3 of the
implementing Regulation.

It is the responsibility of all parties (the potential registrant and the previous
registrant(s) or their representative) to make every effort to reach an agreement on
the sharing of the data and of its costs under fair, transparent and non-discriminatory
conditions. Disputes may relate to more than one individual study involving vertebrate
animals and may concern the total set of data containedinthe jointsubmission.

However, in the case of a dispute relating to studies not involving vertebrate animals,
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Article 30(4) of the REACH Regulation applies requiring the potential registrant(s) to
proceed with registration as if no relevant study were available in the SIEF.
Consequently the potential registrant(s) will have to perform individually such studies,
prior to submitting the registration dossier. The joint submission obligation remains
applicable even if no agreement is reached on non-vertebrate studies and those have
been re-generated.

Art.30(3) webform filled in by
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Figure 7: Article 30(3) procedure.
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The potential registrant who has ascertained that he has made every effort to share
the data concerning studies involving vertebrate animals contained in the
registration (joint submission) dossier can contact ECHA, using a web-form available
on the ECHA website at: http://echa.europa.eu/requlations/reach/registration/data-
sharing/data-sharing-disputes/data-sharing-disputes-in-practice.

The potential registrant would have to specify the vertebrate animal studies he had
requested from the existing registrant(s) (or their representative), or specify if their
dispute relates to the conditions of acceding to the joint submission.

Additionally, the potential registrant needs to provide ECHA with allthe documentary
evidencedemonstrating the efforts that all parties have made in order to reach an
agreement under fair, transparent and non-discriminatory conditions.

ECHA will take its decision, after assessing whether all parties have met their
obligations to make every effort to reach an agreement on the sharing of the data.
ECHA will also ensure that such requests are handled in a balanced way, respecting
the interests of all parties (the owners of data, the previous registrant(s) and the
potential registrant(s)). Therefore, the existing registrant is also invited by ECHA to
provide evidence of the parties’ efforts to come to an agreement.

If the previous registrant(s) do not provide the requested information within the
deadline set, ECHA will conductits assessment only on the basis of the available
information that has been provided by the potential registrant.

The assessment performed by ECHA in the context of a data sharing dispute between a
potential registrant and other registrant(s), may resultin the determination that the
previous registrant(s) have breached their obligation to make every effort to reach
an agreement on the sharing of the data and its costs.

Where the previous registrant(s) (or their representative(s)) have not made every effort
toreach anagreement on the sharing of data and its costs in afair, transparentand
non-discriminatory way, while in turn the potential registrant complied with his
obligation to make every effort, ECHA will provide the potential registrant with
permission to refer to the set of vertebrate animal studies and ensure that such
post-dispute registration is part of the existing joint submission for that substance.
ECHA will thus provide the potential registrant with access to the joint submission.
Where relevant, ECHA will also provide a copy of the relevant (robust) study
summaries. The studies concerned are those containedinthe joint registration dossier
and covered by the negotiations between the potential registrant and the previous
registrant(s) (or their representative).

The existing registrant(s) will have a claim on the subsequent registrant(s) for an equal
share of the cost, provided that they make the full study report available to the
potential registrant(s). The claim will be enforceableinthe national courts.

Depending on the scope of the dispute and related ECHA decision, the potential
registrant will have to:

e submit a member dossier with partial opt-out®’, in case ECHA granted
permission to refer to vertebrate data, while non-vertebrate data must be
provided by the potential registrant;

27 1n general, in case of opt out higher fee for registration applies even following a data-sharing dispute.
The potential registrant may have the possibility to claim compensation from the previous registrants before a
relevant national court for the extra registration cost incurred.


http://echa.europa.eu/regulations/reach/registration/data-sharing/data-sharing-disputes/data-sharing-disputes-in-practice
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e submit a member dossier with full opt-out®?, in case the dispute concerned
disagreement on full data selection and conditions of accessing the joint
submission.

NB: Parties may still agree to reach a voluntary agreement despite the ECHA
decision. In such a case the token to joint submission must be provided by the
existing registrants.

In case ECHA'’s decision is not favourable to the potential registrant, it means that
the potential registrant has failed to demonstrate that he has made every effort to
reach an agreement. In its decision, ECHA advises parties to resume negotiations in
accordance with their data sharing obligation and provides them with advice on how
to conduct those negotiations. Should the subsequent negotiations fail again, the
potential registrant has always the possibility to re-submit the case to ECHA.

Other SIEF membersinvolvedindisputesinthe same SIEF may wish to makea similar
claim.Theywould need to demonstrate that they have individually or collectively made
every effort to reach an agreement with the previousregistrant(s) (ortheir
representative).

It should be noted that the same principles apply in case of disputes arising in the
context of dossier update.

3.4.2.2. Data sharing disputes according to Article 30(3) before
the joint registration has been submitted

In case a SIEF member has requested a vertebrate animal study to be shared as per
Article 30(1), during the preparation of the joint registration dossier, and, within one
month of receiving the request, the owner of the study refuses to provide the proof of
the costs of that study or the study itself, a data sharing dispute according to Article
30(3) may arise. Adispute may also arise on the conditions of the sharing of the study
costs, also taking into account the provisions laid down in the Implementing
Regulation.

The potential registrant(s) seeking to inform ECHA about a case related to vertebrate
animal data, can contact ECHA using the web form available on the ECHA website at:
http://echa.europa.eu/requlations/reach/registration/data-sharing/data-sharing-
disputes/data-sharing-disputes-in-practice.

In principle, the dispute may affect several SIEF participants simultaneously. The SIEF
concerned may possibly be represented by one of them, provided that they can all
demonstrate that they have made, individually or collectively, every effort to share
the requested data.

This procedure only applies to data sharing disputes regarding studies involving
vertebrate animals. In case the data sharing dispute also concerns studies notinvolving
vertebrate animals, Article 30(4) requires the potential registrant(s) to proceed with
registration as if no relevant study were available in the SIEF. Consequently the
potential registrant(s) will have to perform individually such studies, prior to submitting
a complete registration dossier.

The potential registrant(s) will have to specify on the web-form the vertebrate animal
studies they requested from the data owner and will need to provide ECHA with all the
documentary evidence demonstrating the efforts that all parties have madein order
toreach an agreement under fair, transparent and non-discriminatory conditions.

Thisincludes not only the arguments of the requesting potential registrant(s), but also
the arguments of the owner ofthe data. The documentary evidence consists of:


http://echa.europa.eu/regulations/reach/registration/data-sharing/data-sharing-disputes/data-sharing-disputes-in-practice
http://echa.europa.eu/regulations/reach/registration/data-sharing/data-sharing-disputes/data-sharing-disputes-in-practice
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e correspondence requesting the conditions for data sharing;

e correspondence from the owner describing the conditions for the sharing of the
data;

e correspondence challenging the conditions imposed by the owner of the data;

e any further justification of, or modification of, the conditions provided by the
owner of the data;

e correspondence challenging these justifications that the other participants would
consider unfair, non- transparent or discriminatory.
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Figure 8: Article 30(3) procedure.



OO NOUILPRWNR

Guidance on data sharing 85
Draft Version 3.0 (Public) - April 2016

Toallow ECHA to make an informed and balanced assessment of the efforts of the SIEF
participants requires the potential registrant to provide ECHA with any copies of letters
and other documents sent to, or received from, thedataowner. ECHA always ensures
that such requests are handled in a balanced way, taking into account the interests
of both the owner of the data and the other SIEF member(s). Therefore, also the
data owner or his representative is invited to provide evidence of the parties’ efforts
to come to an agreement.

The decision to grant permission to proceed without fulfilling the relevant information
requirements will be taken following the receipt of all information. If the data owner
does not provide the requested information within the deadline set, ECHA will conduct
its assessment and take a decision only on the basis of the available information that was
provided by the other potential registrant(s).

Where the party requesting the study complied with their obligation to make every
effort while in turn the data owner has not made every effort to reach an agreement,
ECHA will provide the party requesting the study with a permission to proceed with
registration without fulfilling the relevant information requirement.

Pursuant to Article 30(3) of the REACH Regulation, the owner of the vertebrate animal
study will not be able to proceed with his registration until he provides the information
to the other SIEF participant(s). As a consequence the defaulting data owner may not
be entitled to manufacture or import the substance after the registration deadline
applicableto him.

NB: Consequently, if there is no registration submitted yet for the same substance,
the potential registrant(s) must obtain a decision from ECHA granting permission to
proceed BEFORE submitting the registration without an otherwise required study.

The procedure set outin Article 30(3) of the REACH regulation is only a default
mechanism in case of absence of agreement on the sharing of a study involving testing
on vertebrate animals. It shall therefore be only initiated as a last resort, after all the
possible arguments have been exhausted and the negotiations haveeventually failed.

The REACH Regulation provides for ECHA to make a decision if the study shall be
repeated, in case the study has not been made available to the registrants by its
owner within 12 months after the date of their registration. Thus, even if the
registrant(s) are allowed to submit the dossier without the disputed study, the
parties shall continue their efforts to reach an agreement with the owner of the
study even after the registration dossier has been submitted.

The appraisal of the facts in the context of a data sharing dispute may result in the
determination that the owner of a study has breached their obligation to make every
effort to reach an agreement on sharing the study. According to Article 30(6) of the
REACH Regulation, the owner of a study in breach of this obligation may also be subject
to sanctioning to be imposed by the enforcement authorities of the Member State where
he is established.
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3.4.3. How to conduct negotiations in order to prevent
data sharing disputes

Article 30 imposes on SIEF participants the obligation to make every effort to reach an
agreement on the sharing of data in a fair, transparent and non-discriminatory way.

In order to prevent disputes on the sharing of information, potential registrants and
SIEF participants requesting information should specify the exact nature of the
information requested from the data owner.

Making every effort to reach an agreement requires all parties to find alternative
solutions when negotiations are blocked and to be open and proactive in their
communications with the other party. In case a party receives an unsatisfactory reply,
which it considers unclear, invalid orincomplete, it is the responsibility of the recipient
tochallenge that reply, by addressing constructive, clear and precise questions or
argumentsto the sender.

Each party must give reasonable time to the other to provide appropriate answers to its
questions.

All the arguments must be made between the parties involved. The argumentation
challenging the position of each party shall be communicated between those two
parties directly and not with ECHA.

Any cost subject to data sharing must be itemised and justified. Any cost sharing
mechanism has also to be justified, include a reimbursement mechanism and must
not be discriminatory between existing registrants and registrants joining the joint
submission at different times. Some examples are provided in section 5 of the
present guidance document.

Previous registrants must ensure that (new) potential registrants are only required to
share in the costs of information that they are required to submit to satisfy their own
registration requirements. This applies also to administrative costs.

If existing registrants rely on read-across to develop different dossiers covering several
categories of substances, they cannotimpose on asubsequentregistrantarequirement
to purchase data used forthe registration of categories of substances that the latter
does not manufacture or import, unless they justify therelevanceofthe data
concerned.

If requested, the previous registrant(s) need(s) to provide scientific justifications of the
approach followed in the selection of data that is necessary to demonstrate the safe
use of the substance. It may be useful to consult the practical high-level overview of
the REACH requirements for registrants of substances manufactured or imported at
tonnages of 1-100 tpa available on the ECHA website at: LINK [....]

The data-sharing agreement must be clear and comprehensible to all parties
regarding the content of the dossier and the type of access that is received by
paying the agreed share of the costs.

Article 30(3) only refers to requests regarding vertebrate animal data. If the potential
registrants need to complete theirdossier with studies notinvolving vertebrate animals
and have not been successful in reaching an agreement with the data owner (or his
representative(s)) on the sharing of this data, Article 30(4) of the REACH Regulation
applies. It provides that the potential registrant “shall proceed with registration as ifno
relevantstudy was available inthe SIEF”. Thisrequires that, in orderto fulfil their
registration requirements relating to the registration tonnage band, these studies are
performed individually or together with other potential registrantsfacing similar
difficulties.
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Nevertheless, Article 30(6) of the REACH Regulation also requires the national
competent authorities to penalise the owner of the studies who has refused to
provide them.

ECHA provides a dedicated website with practical advice for data sharing
negotiations at: http://echa.europa.eu/support/registration/working-
together/practical-advice-for-data-sharing-negotiations.

3.4.4. The available legal remedies against ECHA
decisions

Appeals can be made against certain ECHA decisions, listed in Article 91 of the REACH
Regulation, before the Board of Appeal of ECHA.

In accordance with Article 30(5) of the REACH Regulation, the potential registrant or
the previous registrants may appeal to the Board of Appeal of ECHA against a decision
taken by ECHA under Article 30(3) or 30(2). According to Article 92(2) of the REACH
Regulation an appeal can also be lodged by a party having a direct and individual
concern in the decision. In both cases, the appeal has to be lodged within three
months of the notification of the decision to the person concerned or of the day on
which the decision became known to the appellant. Additionally an appeal fee must
be paid pursuant to Article 10(1) of the Fee Regulation?®.

3.5. Data sharing examples

Example 1: “"Base case”

1. Parties involved: Companies A, B, C and D manufacture substance X in the
EU, each at above 100 tons per year. Substance X is a mono-constituent
substance listed in EINECS. Companies A, B, C and D each pre-registered
substance X in July and August 2008. Company B indicated its readiness to
serve as a facilitator.

2. Company F (downstream user) then indicated to ECHA thatitholdsdataon
substance X.

3. Pre-SIEF: Company B calls a meeting of Companies A, B, Cand D and
proposes to verify whether substance X, as manufactured by each
company, is the same under the criteria of the Guidance for identification
and naming of substances under REACH and CLP by exchanging information
on substance identification under a proposed confidentiality agreement. All
agree.

28 Commission Reg. (EC) No 340/2008 of 16 April 2008 on the fees and charges payable to the European
Chemicals Agency as subsequently amended, OJ L 107, 17.4.2008, p. 6.
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4.

6.

7.

SIEF Formation: The equivalence of the four substances X having been
confirmed, the SIEF is formed and the four pre-registrants enter into a
data sharing agreement to agree on the classification and labelling of
substance X, share data on the substance, using an expert as “trustee” and
to register substance X jointly (but with separate CSR and guidance on safe
use). Cost sharing is to be on an equal sharing basis using average
replacement costs, as requested from Labs L, M and N.

Data Sharing: The expert collects all data available among potential
registrants, compares it with the dataneedsattheabove 100 tonnage
threshold, proposes key studies and identifies data gaps. Consortium
members request the expert to conduct a literature search, to request data
fromm Company F and to prepare thenecessary robuststudy summariesand
otherstudy summaries. Company Fhasdata onan end pointthat is missing to
the potential registrants and they agree to pay Company F 80% of the costs of
that data, each company paying 20%. After the literature search, some data
required under Annex IXis still missing and the potential registrants agree
that Company B will conduct the necessary testing (once approved) and
will share the study on an equal sharing basis. The potential registrants
also agree that Company B will be the “lead registrant”.

Joint submission of data: Company B registers substance X by submitting a
lead dossier with a testing proposal for the data missing under Annex IX,
on 15 October 2012. Companies A, C and D register substance X in
November 2012 by submitting member dossiers with a reference to the
data submitted and test proposal made on their behalf by Company B.

Registration: Companies A, B, C and D each receive a registration number.

Example 2: Different tonnage bands

1.

Parties Involved: Companies A, B, C and D manufacture and/or import or
intend to import substance X in/into the EU. Companies A, B and C
manufacture substance X at between 10 and 100 tonnes per year and
Company D intends to import substance X into the EU at above 1 tonne in
the years to come.

Pre-Registration: Companies A, B, C and D all pre-registered substance X.
Companies A, B and Cindicated they will register before 1 June 2013 and
Company D before 1 June 2018. Company A indicated its readiness to
serve as a facilitator.

Pre-SIEF: Company A calls a meeting of experts from companies A, B, C and
D to receive and review under a confidentiality agreement the information
from the other companies necessary to confirm sameness of the substance
as manufactured/imported by each company and classification and labelling
information.

SIEF Formation: The company experts confirm the substances all are the same
underthecriterialaid down inthe Guidance foridentification and naming of
substances under REACH and CLP, butdifferentimpurities may justify the
differences in classification and labelling. Company A and B propose to enter
into a consortium agreement on an equal share basis using replacement
costs; company C proposes proportionality according to volume on the basis
of historic costs. Company D declares it will not participate in any consortium
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6.

7.

at this stage. Companies A, Band Cdecide to appointaThird Party to actas
trustee and to propose a consortium agreementwith a“fair” data sharing
mechanism; they communicate production volume information to the
trustee. They also agree that data collection and review will be made by the
three company experts and that Company B will be the lead registrant.

Data Sharing: The trustee proposes to share costs using a ratio that partly
takesinto account actual tonnagethresholds. The experts collectall data
availableamong pre-registrantsand compare available data with the data
needs at the different tonnage thresholds; they propose key studies and
identify data gaps. After the collection exercise and a literature search, the
experts conclude that all data required up to 10 tonnesis available but that
datais missinginthe 10-100 tonnage range. Companies A and B agree to
make a test proposal for Company B to conduct testing for the missing data
and share the costs on an equal share basis.

Joint submission of data: Company B registers substance X on 1 May 2013.
As the lead registrant, he submits a joint submission on behalf of companies
A, Cand D. Companies A and C register on 2 May. In 2015, Company D
reaches the 1 tonne threshold and would like to register as soon as possible.
Company D only needs to submit available data and physico-chemical
property information (as its tonnage does not meet Annex III criteria), but
still needs to agree with the other parties to be allowed to refer to the
lead registrant’s submission for that data and classification and labelling.
Company D receives the Letter of Access after acceptance of the cost
sharing model agreed in the SIEF agreement.

Registration: Companies A, B, C and D each receives a registration number.

Example 3: Joining an existing joint submission

1.

Parties involved: in Company A, a manufacturer of an EINECS-listed
substance, has experienced a rapid growth in the yearly volumes
manufactured in the period 2008-2011, which brings its three-year
average quantities to more than 1 tonne in 2012.

Pre-registration: Company A makes a late pre-registration of the substance
inJune2012.

Participation in the SIEF: Company A is granted access to the contact details
of Companies B, C and D, which had also submitted a pre-registration for
that EINECS-listed substance. A SIEF has already been formed by
Companies B, C and D. Company B has already registered the substance as
the lead registrant and has submitted a joint submission on behalf of
Companies C & D, while Companies C and D are expected to registerin the
following months. Based on preliminary contacts Companies A, B, Cand D
agreed that the substance is “the same” for data sharing and registration
purposes and started cooperating within the SIEF.

Data-sharing: Company A decides to accept all data already submitted in
the framework of the joint submission and joins the existing data sharing
agreement among Companies B, C and D and contributes to the costs in
accordance with the data-sharing and cost sharing arrangements in place
among Companies B, C and D. Its contribution to the cost is restricted to
the information required for the 1 - 10 tonnage band.
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5.

Joint submission of data: the lead registrant gives the name of the joint
submission and a valid token®® to company A, who joins the joint submission
and identifies his contact person. If the joining of company A has animpacton
thelead dossier, (e.g. new knowledge on therisk) then the lead registrant
needs to update the lead registration dossier to represent the entire joint
submission.

Registration: Company A registers the substance before 31 May 2018 and
receives a registration number.

Example 4: Data holder and read across for phase-in substances

1.

6.

7.

Parties involved: Companies A and B manufacture phase-in substance X and
intend to continue to do so in quantities above 1 tonne per year. Third Party
C holds data on a substance Y, for which the conditions for read-across with
substance X are met.

Pre-registration and publication of the list: Companies A and B pre-registered
the substance, which was included in the list of pre-registered substances.

Submission of information by data holders: Third Party C submits
information on the substance Y and indicates that the information on this
substance is relevant for read-across with substance X. This information
and Third Party C's identity is made visible to potential registrants A and B
through REACH IT.

SIEF formation: Companies A and B establish that the substance is the
same and that data-sharing is possible for all end-points.

Data Sharing: aliterature search shows thatlittle data existsandis available
on substance X. Companies A and B share the datain their possession and
contact data holder Cto have access to the information on substance Y to fill
the data gaps. This information is also being used by potential registrantsin a
SIEF for substance, for which a share of the cost incurred for its generation
has been paid. After having verified that this information can also be used
to fill the data gaps for substance X, Companies A and B agree to pay the
agreed percentage (which takes into account that companies registering
substance Y are also participating to the cost sharing) of the costs incurred
for the generation of that data to data holder C.

Joint submission of data: Company B registers substance X as lead
registrant and company A registers later as a member of the joint
submission.

Registration: Companies A and B receive a registration number.

2 Formore information and practical details, please referto the help text integrated in REACI-IT itself.
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4. THE “"INQUIRY PROCESS"”: DATA-SHARING
RULES FOR NON-PHASE- IN SUBSTANCES AND
PHASE-IN SUBSTANCES NOT PRE-REGISTERED

The REACHRegulation provides for separate data sharing provisionsfor (1) phase-in
substancesthathave been (late) pre-registered (see section 3 of this Guidance) and
(2) non-phase-in substances, and/or phase-in substancesthathavenotbeen (late)
pre-registered.

Articles 26 and 27 of REACH regulate the process for initiating the data sharing process
related to this second category of substances (section 2.3 ofthis Guidance). This
process is called “the inquiry process” and is explained in this section.

4.1. The purpose of the inquiry process

Inquiry is a mandatory step before the potential registrant (falling in the second
category described above) is able to proceed with registration. The purpose of the
inquiry process is twofold:

1. todeterminewhetherthe same substance has previously been
registered/inquired about;

2. tofacilitate contact between:
a. the previous registrant(s), if any;
b. the potential registrant that makes an inquiry;

c. other potential registrants that made an inquiry but did not register
yet, ifany;

d. other potential registrants that are pre-SIEF members, if any, who
(late) pre-registered but have not yet registered the substance
inquired about by the potential registrant.

In practice, contact is facilitated by ECHA by means of a Co-Registrant Page, a
platform in REACH-IT where the above mentioned parties are listed with their contact
details and regulatory status (previous registrant, potential registrant).

Data sharing is organised between previous registrant(s) and/or potential registrants
(regardless whether they are SIEF participants or inquirers) in order to comply with
their joint submission obligation and to submit a joint registration dossier (see Figure
9).

4.2. 1Is it obligatory to follow the inquiry process?

Yes. Prior to registration, a potential registrant of a non-phase-in substance and/or a
potential registrant of aphase-in substance who has not pre-registered that substance
mustinquire with ECHA whether a registration has already been submitted for that
substance.

Potential registrants only have to inquire about substances they intend to register.
Substances which are no longer manufactured or imported do not have to be
inquired about.
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1
2 NB: New studies involving vertebrate animals should not be conducted before the
3 | outcome of the inquiry process is known. There is no deadline to submit an inquiry to
4 ECHA.
5 NB: The outcome of theinquiry (regarding substance identification and/or data
6 | availability) sentby ECHA needs to be reflected in the registration dossier. Additionally
7 ECHA requests the registrant to insert their inquiry number in the registration dossier.
8
9 For more details about the inquiry process see Figure 9 below.
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4.3. Who must inquire?

Any existing legal entity which needs to register a non-phase-in substance ora phase-in
substance that was not pre-registered and which has no possibility to late pre-register
the substance according to Article 28(6) must inquire. These legal entities may
include:

e manufacturersandimportersof non-phase-in substances or phase-in substances
thathavenotbeen pre-registered on their own orin mixtures in quantities of 1
tonne or more per year, including intermediates;

e Producers and importers of articles containing substances (non-phase-in
substances or phase-in substances thathave notbeen pre-registered) intended to
bereleased under normal orreasonably foreseeable conditions of use and present
in those articles in quantities of 1 tonne or more per year;

e Only Representatives of non-EU manufacturers who import substance(s) (non-
phase-in substances or phase-in substances that have not been pre-
registered) in quantities of 1 tonne or more per year.

According to Article 12(2), existing registrants are also obliged to make an inquiry in
case ofatonnage bandincrease where they require additional information to fulfil their
registration requirements.

For more details on late pre-registration of phase-in substances, please consult section
3.1 of the present guidance and the Guidance on Registration available at
http://echa.europa.eu/guidance-documents/guidance-on-reach.

NB: Non-EU manufacturers cannot themselves inquire about and subsequently
register the substances that are exported to the EU. Non-EU manufacturers may
decide that either their registration is done by importers or, alternatively, they may
be represented by a natural or legal person located in the EU territory, their Only
Representative.

Similarly, an Only Representative (OR) can represent several non-EU manufacturers of
a substance. In that case, an OR needs to submit one inquiry per substance per non-
EU manufacturer. For more information on the role and duties of the Only
Representative please consult the Guidance on Registration.

4.4. Substances subject to the inquiry process

AccordingtoArticle 26 of the REACH Regulation, theinquiry process applies to non-
phase-insubstancesand phase-insubstancesthatwere notpre-registered (see section
2.3 of this Guidance document).

Non-phase-in substances are substances that do not meet the definition of phase-in
substances as provided in Article 3(20) of the REACH Regulation. They have
therefore either not been manufactured in or imported into the EU market before 1
June 2007 or were listed on ELINCS (and considered as being registered according to
Article 24).

Phase-in substances subjectto the inquiry process are those that have not been pre-
registered by agiven legal entity. Potential registrants of these phase-in substances
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must stop manufacture orimport and have to inquire with ECHA whether a registration
has already been submitted for that substance. Subsequently they needto register
before resuming manufacture orimport.

4.5. Information to be submitted in the inquiry
As part of their inquiry, the potential registrant must submit the following information

(Article 26(1)):

e theidentity of the legal entity, as specified in Section 1 of Annex VI to REACH,
with the exception of the use sites;

e theidentity of the substance, as specified in Section 2 of Annex VI to REACH;

e hisinformation requirements which would require new studies involving or not
vertebrate animals to be carried out by him.

For more details, please consult the dedicated web page(s)3® on the ECHA website.

4.6. Outcomes of the inquiry process
As part of the inquiry process the substance identification, as provided by the
inquirer/potential registrant, isverified by ECHA.
Ifaninquiry is accepted, the inquirer will receive an inquiry number and information:
- on other inquirers (potential registrants);
- previous registrants of the same substance;

- other potential registrants that are pre-SIEF members, if any, who (late) pre-
registered but have not yet registered the substance

- details of the requested (robust) study summaries, according to their date of
submission as explained below.

More details regarding the inquiry process are available in the “"Questions and
Answers on Inquiry” and on the dedicated web page>! on the ECHA web site.

4.6.1. The “12-year rule”

The period of data compensation under REACH is 12 years. This applies to (robust)
study summaries submitted in the framework of a registration (in accordance with
Article 25(3)).

Article 24(1) provides that a notification in accordance with Directive 67/548/EEC s
regarded as a registration to which ECHA was required to assign a registration number
by 1 December 2008. Therefore thel2-year rule also applies to data submitted in the
framework of a notification madein accordance with Directive 67/548/EEC.

Under the legal framework of Directive 67/548/EEC, data submitted as part of a

30 http://echa.europa.eu/regulations/reach/registration/data-sharing/inquiry.

31 http://echa.europa.eu/qa-display/-/gadisplay/5s1R/view/reach/inquiry.
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notification could be used further for the purposes of a subsequent notification after 10
years from the date of submission of the data. Pursuantto Article 25(3) of the REACH
Regulation, this period was extended by 2 years to a period of 12 years from the original
date of submission to the competent authorities (e.g. data submitted in the framework
of a notification on 1 June 2001 continued to be protected under REACH until 1 June
2013).

NB: It is important to distinguish the date of submission from the date of the
performance of the study, which pre-dates the submission itself. The 12-year rule
applies as of the moment of submission of the particular study, regardless of when it
was performed. Additionally, the date of submission of a specific test result to the
competent authority is not necessarily the same as the original notification date. Indeed
the test may have been submitted afterwards (e.g. after atonnage band increase upto
the next level of testing) and hence the 12-year period may not yet have expired.

Example:

Year of test realisation Year of test submission End of compensation

under DSD period (for REACH
(67/548/EEC) or REACH purposes)

1985 - 12 years after the test is
submitted for registration
purposes

1985 2000 2012

1985 2010 2022

1985 1985 1997

Consequently, according to Article 25(3) (and the criteria described), data which was
submitted for the first time in the context of the previous legislation more than 12 years
previously, will not be subject to compensation.

The data requested by the inquirer in his inquiry dossier will therefore fall into one of
the three categories described in the following sub-sections.

4.6.2. The substance has already been registered and
the relevant information has been submitted
less than 12 years earlier

ECHA will invite the inquirer to make every effort to reach an agreement for the sharing
of the information and provide him without delay with:

e thename(s) and address(es) of the previous registrant(s) and of other potential
registrants (i.e. inquirers and pre-SIEF members);

e thelist of relevant and available data already submitted by them, the use of
which for registration purposes requires cost sharing with previous registrants.

At the same time, ECHA will inform all existing registrant(s) and all previous inquirer(s)
ofthe name and address of the inquirer. At that stage, no proactive actions are
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expected from the previous registrant(s). The inquirer will need to contact them to
request relevant data and to join the joint submission.

4.6.3. The substance has already been registered and
the relevant information has been submitted
more than 12 years earlier

ECHA will provide the inquirer without delay with:

e thename(s) and address(es) of the previous registrant(s) and of other
potential registrants (i.e. inquirers and pre-SIEF members);

e copy of therelevantandavailabledata already submitted by them that can be
used for free for registration purposes.

In parallel ECHA will also inform all existing registrant(s) and all previous inquirer(s) of
the contact details of the inquirer/potential registrant. At that stage, no proactive
actions are expected from the previous registrant(s). The inquirer will need to contact
them to join the joint submission.

NB: Itis always the responsibility of the inquirer to assess the quality and relevance of
the information received from ECHA®?so that, as a registrant, he fulfils his registration
obligations. When using study summaries submitted more than 12 years earlier (e.g.ina
NONS notification), it may be that these study summaries are not of sufficient quality to
meet the registration obligations under the REACH Regulation and the potential
registrant may consider alternatives to ensure compliance of the registration dossier.
Additionally the potential registrant is also advised to contact the previous registrant/
notifier to ensure that the full study summaryisavailable.

NB: Agiven endpoint may be covered by information submitted both more and less than
12 years previously (indicated in the inquiry communication). Inquiry result options
described at points 4.6.2 and 4.6.3 can therefore be combined, and in that case data
is partially protected and partially available for free for registration purposes. Itisthe
responsibility of the potential registrant to consider which information is relevant to
fulfil the information requirements in his registration dossier.

4.6.4. The substance has not previously been
registered or it has been registered but the
requested information is not available

ECHA willin any caseinform theinquirer whetherthe name(s) and address(es) of the
previous registrant(s)/ other inquirers and pre-SIEF members are available. In
parallel, where applicable, ECHA will also inform the previous registrant(s)/ inquirer(s)

32 please be aware that data submitted in IUCLID 4 or SNIF format do not contain all the required
information and the registrant needs to carefully check and complete the IUCLID 6 file. More details are
provided in the Manual on “How to complete a registrations and PPORD dossier” available at:
http://echa.europa.eu/support/dossier-submission-tools/reach-it/data-submission-manuals
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1 (but not the pre-SIEF members) of the name and address of the contact details of the
2 inquirer. At that stage, no proactive actions are expected from the previous
3 registrant(s). The inquirer will need to contact them to join the joint submission.
4
Non-phase-in / not pre-
registered phase-in »{ Potential registrant No N(r)en(ie;ceirto
substances (Art. 26) 9
Yes
Inquirer submits information to ECHA: v
e LE identity
e identity of the substance Duty to inquire
e information requirements which would (Art. 26)
require new studies (involving or not
vertebrate animals)
Same Other potential Agency inform Potential registrant
substance previously No registrants (inquirers, No—» tget_c?/ 0 " N t > need to perform test,
registered? re-SIEF members potential registran where needed
Yes
Yes
ECHA informs inquirer about:
e  previous and potential registrants
. e copy of relevant and available data already
Da(talzuberglrt;e ——No—p submitted by them
y ECHA informs previous (potential) registrant(s):
. name of potential registrant
. studies requested by the inquirer
Yes
ECHA informs inquirer about:
. previous and potential registrants
. relevant and available data already
submitted by them.
ECHA informs previous and potential
registrant(s):
. name of potential registrant
. studies requested by the inquirer
v
*Please n_ote _that Data sharing I ——
compensation is not & <
dug for studies Cost sharing*
submitted more than v
12 years before
»{ Joint submission Registration
5
6

7  Figure 10: Detailed inquiry process followed by joint submission
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1

2 NB: In practice, ECHA informs about all the above mentioned operators via a

3  dedicated Co-Registrant Page in REACH-IT. For monitoring the changes, a systematic
4  check of incoming messages in REACH-IT is advisable.

5

6 4.7. Data sharing between registrants following an

7 inquiry

8 Data sharing is one of the key principles in the REACH Regulation. By sharing

9 information on substances and submitting dossiers jointly, companies increase the
10 efficiency of the registration system, reduce costs and avoid unnecessary testing on
11 vertebrate animals.

12 Pursuant to Articles 11 or 19, multiple registrants of the same substance (regardless
13  of the status of phase-in or non-phase-in) have an obligation to submit jointly the
14 information required for their substance under Article 10(a) and (b). Via the co-

15 registrants page inquirers are able to identify existing registrants and potential

16 registrants, including pre-SIEF members, of the same substance and thus negotiate
17  access to the existing joint submission or, if this hasn’t been submitted yet, discuss
18 its conditions. If the substance hasn’t been registered yet, pursuant to Article 11(1),
19  a lead registrant acting on behalf of the other assenting registrants (who will also

20  create the JSO in REACH-IT) has to be identified.

21 Potential registrants have an obligation to request from previous registrant(s)/ data

22 holder(s)/ data owner(s), studies involving vertebrate animals, whereas they have the
23  optiontorequestthe sharing of data notinvolving testing on vertebrate animals. In any
24  case, if astudy isrequested, the data owneris obliged to shareit, whether or not the

25 studyinvolves testing on vertebrate animals. In case the potential registrant(s) need to
26  carry out tests required to satisfy their registration requirements, they need to make
27 use of all available data (e.g. read across or validated (Q)SAR models) in orderto avoid
28  testingonvertebrateanimals.

29 In order to prepare the joint registration dossier potential registrants may follow the
30 indicative steps described below.

31 e Stepl Individual gathering andinventory of available information

32 e Step2 Consideration of information requirements

33 e Step3 Agreementon the form of cooperation and identification of a lead
34 registrant

35 e Step4 Identification of data gaps and collection of other available information
36 e Step5 Negotiationondataand costsharingand possible outcomes

37 e Step6 Generation of new information/testing proposal

38 e Step 7 (Joint) Submission of data

39

40 4.7.1. Step 1 - Individual gathering and inventory of
41 available information

42  Potential registrants should first gather all existing available information on the
43  substance theyintend to register. This mustinclude both data available“in-house”, as
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well as from other sources, such as data thatare publicly accessible and can be
identified through a literature search.

NB: Data gathering must be thorough, reliable and well documented as failure to collate
all of the availableinformation on a substance may lead to unnecessary testing with
related resource implications.

The information to be gathered by each potential registrant must include all
information relevant for the purposes of Registration, i.e.:

e Information on the intrinsic properties of the substance (physicochemical
properties, mammalian toxicity, environmental toxicity, environmental fate,
including chemical and biotic degradation). This information may come from in
vivo or in vitro test results, non-testing data such as QSAR estimates, existing
data on human effects, read-across from other substances, epidemiological
data;

e Information on manufacture and uses: current and foreseen;
e Information on exposure: current and anticipated;

¢ Information on Risk Management Measures (RMM): already implemented or
proposed.

The information to be gathered at this stage should also include that on the
compositional profiles that they intend to cover with their registration (see SIP
concept mentioned in section 3 and detailed in the Guidance for identification and
naming of substances under REACH and CLP).

This data gathering exerciseisto be doneirrespective of volume. Indeed, if the data
requirements at registration depend upon the volume manufactured orimported by
each registrant, registrants mustinclude all relevantand available data for a specific
endpoint. Nevertheless, they have to share on request data they haveavailablethat
correspond to a highertonnagethreshold.

NB: Step 1 requires each potential registrant to assemble and document all the
information that he has availablein-house onthe substance, includinginformationon
thesubstance’s (1) intrinsic properties (irrespectiveoftonnage), (2) uses, exposureand
risk management measures. Italsorequireshimto perform a literature search.

It should always beconsidered that, except for the cases enumerated in Article 10(a) last
paragraph, the registrant must be in legitimate possession or have permission to refer
to the full study report summarised in a (robust) study summary which is to be
submitted for the purpose of registration. For more details on the nature of data and
right to refer to the data, please consult section 3.3.3.8 of this Guidance document.

4.7.2. Step 2 - consideration of information
requirements

Step 2 is for potential registrants to identify precisely what the information
requirements are for the compositional profiles of the substance that they intend to
register, considering in particular the tonnage band that is relevant to them, the
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physical parameters of the substance (relevant for technical waiving of tests) and
uses/exposure patterns (relevant for exposure-based waiving).

As described in more details in the Guidance on Registration, Article 12 requires
registrants to:

e include in the dossierall relevantand available physicochemical, toxicological and
ecotoxicological information that isavailable to them, irrespective of their own
tonnage band (this includes data from an individual or collective literature
search);

e atthe minimum, fulfil the standard information requirements as laid downin
Column 1 of REACH Annexes VIIto X for substances produced orimportedina
certain tonnage band, subject to waiving possibilities, as described below.

In all such cases, the registrant should indicate clearly and justify each adaptation in the
registration dossier. Indeed, for each of the REACH Annexes VII to X, Column 2 lists
specific criteria (e.g. exposure or hazard characteristics), according to which the
standard information requirements for individual endpoints may be adapted (i.e.
modified both specifying possibilities for waiving, or specifying when additional
information is needed).

In addition, registrants may adapt the required standard information set according to
the general rules containedin Annex XI of the REACH Regulation which referto situations
where:

e testing doesnotappear scientifically necessary;
e testingistechnically not possible;

e testing may be omitted based on exposure scenarios developed in the chemical
safety report (CSR)

NB: Step 2 requires each potential registrant to identify precisely what their
information requirements are, considering in particular the tonnage band that is
relevant to him. In considering his information needs, a potential registrant may
consider the possible application of data waivers, for instance on the basis of
uses/exposure pattern.

4.7.3. Step 3 - agreement on the form of cooperation
and identification of a lead registrant

NB: If there is an already existing registration for the substance, this step and the
following steps 4 and 6 have most likely already been performed.

Before potential registrants start exchanging information on the data they have
available, itisrecommended that they first agree on the form of cooperation that best
suits them and the main rules applicable to that cooperation, in terms of data and cost
sharing. A pre-requisite to SIEF formation is the agreement on the scope of the
substance (i.e. substance identity profile) co-registrants agree will be registered
jointly. The substance identity profile defines the compositional profile agreed by the
SIEF to refer to one substance.

Underthe REACH Regulation the lead registrantis a mandatory role laid down in Article
11(1), defined as the ‘one registrant acting with the agreement of the other assenting
registrant(s)’ and it is he who will first submit certain information described in Article
10.
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REACH does not specify rules as to how the lead registrant should be selected. The lead
registrant must act with the agreement of the other assenting registrants and submit
the joint submission dossier, which contains information on the intrinsic properties of
the substance. Lead registrants are encouraged to submit their registrations firsti.e.
prior to the members of the JSO. More details on the Lead registrant role are provided
in section 3.2.

It is to be underlined that pre-registrants are to be considered as potential
registrants. While the substance may not yet have been registered, the SIEF may
already have undertaken the steps to select the lead registrant, started dossier
preparation, etc. The inquirers might be in position to agree with the pre-registrants
on the following:

- taking over the lead registrant role and accelerating the dossier preparation
activity, if the timing is of crucial importance for the inquirer (who cannot benefit
from the extended registration deadlines) and for other potential registrants who
may wish to submit earlier than their registration deadline;

- where no other potential registrant intends to register earlier than his registration
deadline, the inquirer can proceed with his registration dossier and update it later to
a joint submission as soon as a new registrant intends to register;

- collaborate with the SIEF members in their dossier preparation activities, while
accepting that the timing will depend on progress in the SIEF (the inquirer cannot
manufacture or import before he actually registers the substance).

NB: Step 3 requires potential registrants (other inquirers, pre-registrants and
potentially data holders) to (virtually) meet, discuss and agree on the main elements
of the gathering of information, scope of the substance to be registered,
identification of information needs, generation of missing information, and sharing of
the costs related to all registration activities.

4.7.4. Step 4 - identification of data gaps and collection
of other available information

Step 4 requires the potential registrant(s) to compare the information available from
step 1 and the data needed in the joint registration dossier as identified in step 2. They
will need to determine precisely the data gaps to befilled in before the registration
dossiers can be submitted.

NB: The potential registrant(s) must liaise with the data owners to confirm the substance
sameness, i.e. whether the existing studies are appropriate for their substance.

4.7.5. Step 5 - negotiation on data and cost sharing,
and possible outcomes

Once a request to share studies submitted less than 12 years previously has been
made, REACH requires that both the potential registrant and the previous registrant
make every effort to:

- ensure an agreement on the sharing of the information requested by the potential
registrant;

- ensure that the costs of sharing the information are determined in a fair,
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transparent and non-discriminatory way (see section 4.9; see also section 3.3.2 for
examples of when cost-sharing could be considered as not fair, not transparent and
discriminatory).

The existing registrants (or their representative) who act on behalf of all potential
registrants needs to provide clear justifications on the choice of studies to be used for
each endpoint. Where an agreementis reached (in accordance with Article 27(4)) the
previous registrant / data owner will make available to the potential registrant the
agreed information. The data owner will also give the potential registrant permission to
refer to the full study report.

Costs which need to be considered in any cost sharing agreement may be of various
nature, i.e. related to tests (study costs) and related to administrative work (either
related to a particular information requirement or general administrative costs).
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Potential registrant
submits inquiry to
ECHA

- Obtain data from
alternative sources
- Generate Annex VIl &
VIIl data
- Submit testing proposal
for Annex IX & X data

NoO—— b

a registration < 12
ears is available

Yes

May request if study
no——»  does notinvolve
vertebrates (Art. 27(1))

Does study
involve tests on
vertebrates?

Request the study if
study involves ——yes
vertebrates (Art. 27(1))

Once the request has been
made, potential and previous
registrant(s) shall make every
effort to agree on the sharing
of the information (Art. 27(2))

and of the costs (Art. 27(3))

A

Did potential and
previous registrants come to
an agreement on sharing of
the data and/or
its costs?

Potential registrant
can file a data
sharing dispute with
ECHA (Art. 27(5))

Previous registrant gives
permission to refer to full [«— yes-
study report (Art. 27(4))

L h——

\
v

Previous registrant can
claim extension of
registration waiting period
(Art. 27(8))

Figure 11: Data sharing for non-phase-in substances and phase-in
substances not pre-registered

4.7.6. Step 6 - generation of new information/testing
proposal

In case data gaps areidentified in step 1, information on intrinsic properties of
substances may be generated by using alternative sources for information other than in
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vivo testing, providing the conditions set out in Annex XIare met. Theregistrant(s) may
use a variety of methods such as (Q)SARs ((Quantitative) Structure Activity
Relationships), in vitrotests, weight of evidenceapproaches, and groupingapproaches
(including read-across).

When thereis an information gap which cannot be filled by any of the non-testing
methods, potential registrants have to take action depending on the missing data:

e in case a study as listed in Annexes VII and VIII (whether or not involving
vertebrate animals) is needed for registration, and is not available within the
SIEF, a new test will need to be conducted in order to complete the dossier.
Consequently the interested registrants must generate new information and
need to agree on who will conduct the missing study before submitting their
joint registration dossier. For more details, please consult the Guidance on
Information Requirements and Chemical Safety Assessment available at
http://echa.europa.eu/guidance-documents/guidance-on-information-
requirements-and-chemical-safety-assessment;

e in case a study as listed in Annexes IX and X (whether or not involving
vertebrate animals) is needed for registration, and is not available within the
SIEF, the potential registrants must agree on and prepare a testing proposal
to be submitted as part of the joint registration dossier for ECHA’s
consideration. Additionally potential registrants have to implement and/or
recommend to downstream users interim risk management measures while
awaiting the outcome of ECHA's decision (as per Article 40) regarding the
testing proposal.

NB: The obligation to prepare a testing proposal also applies when the co-registrants,
as a result of the application of the rules in column 2 of the Annexes, propose (higher
tier) tests of Annexes IX or X as an alternative to the standard requirements of Annexes
VII and VIII.

Step 6 requires potential registrants to generate new data (when Annexes VII or VIII
apply) or to prepare a testing proposal (when Annexes IX and X apply). Testing on
vertebrate animals should always be the last resort.

4.7.7. Step 7 - (joint) submission of data

All existing relevant and available information gathered when preparing the joint
registration dossier has to be documented by the co-registrants in both the technical
dossier and, for substances manufactured or imported in quantities of 10 tonnes (or
more) per year per registrant, in the chemical safety report (CSR).

Once the co-registrants have completed the steps above, they can organise the
actual sharing of the available data and communicate the costs involved. This will
most probably be done in stages, when a new potential registrant contacts the lead
registrant, but also when newly developed data becomeavailable.

However ECHA recommends that any person preparing the joint dossier,
communicate at regular intervals so as to inform the existing/ potential registrants
of the progress/ update of the registration dossier. The co-registrants can find most
up-to-date contact details on the Co-Registrants Page in REACH-IT.

Asdescribedin Articles 3(3) and 4(3) of the REACH Fee Regulation (EC) No 340/2008, a
specificreduced registration fee will be levied by ECHA for the joint submission of the
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registration dossier.

Potential registrant(s)/inquirer(s) being part of the JSO, may still opt-out (as per the
criteria of Article 11(3)) for some endpoints where they own data. For more details on
the criteria for opting out, please consultsection 6.3 of this Guidance document.

4.7.8. Additional registrant(s) joining an existing
(joint) submission

Ifajointregistration dossier already exists some steps may be omitted (e.g. steps 3,
4, 6 above). The potential registrant must contact the existing registrant(s)
(identified on the Co-Registrants Page to which access is granted after successful
inquiry) and negotiate on the conditions of joining the joint submission dossier that
has already been submitted by the lead registrant on behalf of the other assenting
registrants. The potential and the previous registrants (or their representative(s)) must
make every effort to agree on the sharing of the information and of its costs in a fair,
transparent and non-discriminatory manner. However, if the potential registrantdoes
not agree on the choice of information for certain endpoints (e.g. he may have some
studies), he may decide to opt-out for these particular endpoints, but still must be part
of the joint submission. For more details on the conditions of the opt-out, please consult
section 6.3 of this guidance.

It is to be stressed that (as described in section 3 on phase-in substances) potential
registrants should be provided with transparent and clear information on data access
options and their costs as well as the conditions for joining the joint submission. This
applies also in case the parties to an existing agreement agreed to waive the
obligation to include itemisation and/or a reimbursement mechanism (see section
3.3.7 for more details).

NB: Incase there are no other potential registrants and theinquirer has proceeded to
registerindividually, he will need to update his registration dossier when another
potential registrant decides to register the same substance: they first need to identify
a lead registrant who will create the JSO, and then agree on the content of the joint
submission dossier. Consequently, the existing registrant must update his dossier as
part of the joint submission registration (as lead registrant or/ member).

According to Article 24(2), if a notification under Directive 67/548/EEC exists, the
notifier will need to submita REACH compliant dossier (according to Articles 10 and 12)
if the quantity of the notified substance reaches the next tonnage threshold.

If a SIEF exists for the substance that the inquirer inquired about, the inquirer will be
put in contact with the SIEF members, but will not be officially part of the SIEF (which is
the result of an “active” pre-registration). However this still requires all registrants of
the same substance to share data and submit their registration jointly.

4.8. Registration waiting period in accordance with
article 27(8)

Article 21 provides that “a registrant may start or continue the manufacture or import of
a substance or production or import of an article, if there is no indication to the contrary
from the Agency in accordance with Article 20(2) within three weeks after the
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submission date, without prejudice to Article 27(8)". In this context manufacturing or
importing of a substance can only start after the end of the three weeks period after
submitting a registration (except when a longer period has been requested in line with
Article 27(8)).

In accordance with Article 27(8), a previous registrant can request that the
registration waiting period (in accordance with Article 21(1)) be extended by a period
of four months for the new registrant. The request can be submitted to ECHA, when
a previous registrant and a potential registrant have agreed on the sharing of
information submitted less than 12 years previously or, following a data sharing
dispute, when ECHA grants the potential registrant permission to refer to the data
(see section 4.9 below).

The potential registrant will be informed accordingly by ECHA and, upon receipt of
confirmation of his successful registration, will have to wait for an extra period of 4
months before being entitled to lawfully manufacture the substanceinorimportit into
the European market. In case of atonnage band increase, the manufacturer orimporter
needs to submit an inquiry and inform ECHA of the additional information he would
require to fulfil his registration requirements. However, in this case (i.e. after submission
of an update of the registration dossier) the manufacture orimport does not need to be
suspended.

Whenever an interruption of activities is necessary to await the end of an inquiry,
the waiting period after registration must be respected before manufacturing or
importing can resume.

ECHA will not assess the validity of the request of the previous registrant and will not
check whether data sharinghasoccurred, and regarding which data, orwhetherdata
sharing hasbeen successful. Itistherefore the potential registrant’s responsibility and
liability to assess whether the request of the previous registrant can be considered as
valid and applicable. Consequently the potential registrantis expected to document his
assessment appropriately.

4.9. Data sharing disputes after an inquiry

4.9.1. Data sharing dispute according to article 27(5)

Following the inquiry process and after the potential registrant has requested data as
per Article 27(1), both the potential and the previous registrants must make every
effort to reach an agreement on the sharing of the information and/or the costs
(according to Article 27(2) and (3)).

However, where they fail to reach an agreement, according to Article 27(5) the potential
registrant can inform ECHA of the failure to reach an agreement with the previous
registrant(s) on the sharing of the data or of its costs, at the earliest one month after
the original receipt from ECHA of the contact details of the previous registrant(s). The
potential registrant shall also notify the previous registrant that they have informed
ECHA.

The potential registrant can submit the information on the dispute to ECHA using a
web form available on the ECHA website at:
http://echa.europa.eu/requlations/reach/registration/data-sharing/data-sharing-
disputes/data-sharing-disputes-in-practice.

The potential registrant will receive from ECHA the permission to refer to the data and
the token to the joint submission, if the previous registrant has not met his obligation
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to make every effort to share the data and its costs in a fair, transparent and non-
discriminatory way, although the potential registrant has made such efforts.

The documentary evidence provided to ECHA needs to include not only the arguments
of the requesting potential registrant but also the arguments of the previous
registrant. The required documentary evidence consists of:

correspondence requesting the conditions for data sharing;

correspondence from the previous registrant describing the conditions for the
sharing of the data;

correspondence challenging the conditions imposed by the previous registrant;

any further justification of, or modification of, the conditions provided by the
previous registrant.

Additionally the documentary evidence needs to demonstrate that:

the potential registrant has made every effort to share the information and to
agree on the sharing of the costsin a fair, transparent and non-discriminatory
way;

the potential registrant has notified the previous registrant(s) that ECHA will be
informed of the failure to reach an agreement.
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Figure 12: Data sharing dispute according to Article 27(5)
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ECHA will always request the previous registrant(s) to provide evidence of the arguments
and justifications they used during the negotiations with the potential registrant, ifany.
ECHA then performs an assessment of whether a party has breached its obligation to
make every effort on the basis of the documentation provided by both parties.

As anoutcome of the procedure implemented by ECHA, the potential registrant may
receive from ECHA permission to refer to the data, if the previous registrant has not
met his obligation to make every effort to share the data and its costs in a fair,
transparent and non-discriminatory way, although the potential registrant has made
such efforts. Where ECHA grants permission to the potential registrant to referto the
information, it will first ask the potential registrant to provide proof of payment of a
share of the costs incurred by the previous registrant for generating the data. ECHA
does not require the proof of payment to be submitted at the time of lodging a
dispute. Where ECHA concludes that the potential registrant has made every effort
to find an agreement, the Agency notifies the parties of its (draft) decision to grant
the potential registrant the permission to refer to the requested data subject to
receiving proof by the potential registrant that the latter has paid the previous
registrant a share of the costs incurred. ECHA's decision becomes final only once the
condition of the proof of payment is fulfilled. This means that the potential registrant
has to provide the Agency with proof that it has paid the previous registrant a share
of the costs incurred. The proof of payment may take any appropriate form,
including a bank statement or a receipt of a postal order.

Whatever payment is made cannot be refused by the previous registrant.
However, while the amount to be paid need only be “share of cost incurred”, it is
suggested that the calculation made by the potential registrant is objectively
justifiable, as the matter can be submitted to a national court. ECHA
recommends in such situations that the potential registrant pays the previous
registrant for the items that were agreed during the negotiations. This means
that the payment at least reflects what the potential registrant had offered to
pay.

Upon receipt of this proof of payment, ECHA will provide a copy of the (robust) study
summaries on the relevant endpoint(s) and grant the potential registrant permission
to refer to them.

Depending on the scope of the dispute and related ECHA decision, the potential
registrant will have to:

e submit a member dossier, in case the dispute concerned all information
contained in the existing registration and right to refer to all information has
been granted;

or

¢ submit a member dossier with partial opt-out, in case the dispute concerned
only part of information contained in the existing registration, while other
non-disputed parts are provided by the potential registrant;

or

e submit a member dossier with full opt-out, in case the dispute concerned full
disagreement on data selection and conditions of accessing the joint
submission.

NB: Parties may still agree to reach a voluntary agreement despite the ECHA
decision. In such a case the token for the joint submission must be provided by the
existing registrants.

If a voluntary agreement is reached after ECHA notifies the parties of its intention to
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grant the right to refer subject to receiving the proof of payment by the potential
registrant the process will be halted and ECHA will not proceed with issuing the final
decision.

In case the ECHA decision is not favourable to the potential registrant, i.e. ECHA
concludes that means that not all efforts have yet been made by the potential
registrant to reach an agreement, the parties are required to resume the
negotiations in line with their data sharing obligation. In its decision, ECHA includes
recommendations to the parties on how to conduct these subsequent negotiations.
In case these negotiations fail again, the potential registrant retains the right to
submit a new dispute to ECHA.

Compensation claim for data submitted less than 12 years previously

The previous registrant has the right to be compensated for the use of his information
by the potential registrant. Specifically, the previous registrant has the right to receive
a “proportionate share” of the costs incurred in the development of the studies used by
the potential registrant, or an “equal” share if it has made the full study report
available to the potential registrant. Although ECHA asks the potential registrant to
provide evidence that he has made a payment to the previous registrant, itis not for
ECHA to decide whether such a paymentis adequate. In this regard, if the previous
registrant considers that the amount paid by the potential registrant is insufficient, he
may present his claim before a competent national court or, if so agreed by the parties,
useanalternativedisputeresolution mechanism.

4.9.2. How to conduct negotiations in order to prevent
data sharing disputes?

Article 27 requires both previous and potential registrants to make every effort to reach
an agreement on the sharing of data in a fair, transparent and non-discriminatory way.

Guidelines and recommendations provided in section 3.4.3 on how to conduct
negotiations in order to prevent disputes are applicable and the reader is advised to
consult them?3,

It should be underlined that for non-phase-in substances disputes can also always be
lodged concerning studies not involving vertebrate animals.

4.9.3. Available legal remedies against ECHA decisions
Certain ECHA decisions, listed in Article 91 of the REACH Regulation, can be appealed

against before the Board of Appeal of ECHA.

In accordance with Article 27(7) of the REACH Regulation the potential registrant or the
previous registrant(s) maylodge an appeal againsta decision taken by ECHA, under
Article 27(6) tothe Board of Appeal of ECHA.

33 please, note that the provisions of Article 30 mentioned in section 3.4.3 are applicable to SIEF
participants only.
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According to Article 92(2) the appeal has to be lodged within three months of the
notification of the decision to the person concerned. An appeal can also be lodged by a
person having a direct and individual concern in the decision. In that case, the appeal
has to be lodged within three months of the day on which the decision became known
to the appellant. An appeal fee must be paid pursuant to Article 10(1) of the Fee
Regulation®*.

4.10. Data sharing example

Non-phase-in substances/Inquiry process

1. Parties involved: Company A has planned to start manufacturing a non-
phase-in substance listed in the ELINCS in 2011, with volumes being
expected to exceed 1 tonne during the same calendar year. The same
substance was already notified in accordance with Directive 67/548/EEC by
Company B in 1995. Company B has also submitted further information as
part of an update in 2000 due to an increase in tonnage produced.

2. Inquiry process: Company A submits an inquiry to ECHA as per Article 26
before carrying out the testing necessary to meet the information
requirements and submitting a registration. ECHA gives company A access
to the Co-Registrant Page where the name and address of company B,
which has now the status of registrant under REACH, can be found, and
informs of the relevant study summaries already submitted by this
company. On the Co-Registrant Page company B sees also the name and
address of company A after the inquiry. At the same time, ECHA provides
company A with the study summaries notified more than 12 years
previously that may be freely used by him, i.e. without the need to obtain a
permission to refer to them from Company B.

3. Datasharing: Company Aand Company B enterintodiscussion on howtoshare
the"“protected”information submitted by Company B. Following receipt of
company B’s contact details and a month of hard negotiations, agreementis
still not reached on the sharing of information and Company A informs ECHA
and company B of “failureto reach an agreement”. ECHA startsthe data
sharing dispute procedure and also requests Company B to submitthe
evidence of the arguments and justifications they used during the
negotiations with the Company A. ECHAthen performsan assessment ofthe
evidence provided to establish which party has made every effort to reach an
agreement on sharing of the data and costs in a fair, transparent and non-
discriminatory way.

4. (i) ECHA may conclude that Company A has made every effort to reach an
agreement while company B failed to do so and grant Company A
permission to refer to the (robust) study summary submitted by Company
B. ECHA will also request proof of payment of a share of the costs from
Company A. In this case, Company A will have to decide unilaterally on
how much to pay. When ECHA receives the proof of payment it will send
the final decision to Company A together with a copy of the (robust) study
summaries. Company B can decide to recovertheir costs and claim

34 Commission Reg.(EC) No 340/2008 of 16 April 2008 on the fees and charges payable to the European
Chemicals Agency as subsequently amended, OJ L 107, 17.4.2008, p. 6.
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proportionate share of the costincurred by it in a national court, if it considers
that the share paid by Company A wasnotappropriate.

(ii) ECHA may conclude that Company A has not made yet all the
necessary efforts and therefore does not grant Company A the permission
to refer to the (robust) study summary submitted by Company B. Both
companies will then be requested to continue making every effort in a fair,
transparent and non-discriminatory way in order to reach an agreement
and to fulfil their data sharing obligations, taking into account the
observations and advice provided by ECHA in its decision.
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5. COST SHARING

5.1. Basic principles

Cost sharing aims at sharing the actual expenses and costs related to the
registration under REACH in a fair, transparent and non-discriminatory manner. It is
not designed to generate profits for any party.

NB: As data submitted for REACH registration purposes (including data submitted in
a notification in accordance with Directive 67/548/EEC which is regarded as
registration per Article 24 of REACH) are protected for 12 years after their
submission (see Article 25(3) of REACH), potential registrants can legitimately refer
in their registration to data submitted more than 12 years before without having to
share the costs associated with those data. Therefore, data and cost sharing does
not apply to data submitted for registration purposes (including under Directive
67/548/EEC) more than 12 years previously®>.

Asrequired underthe REACH Regulation and reaffirmed by the Implementing
Regulation on joint submission of data and data sharing, registrants only need to pay
for data they need to fulfil their information requirements (see Articles 27(3) and
30(1) of REACH and Article 4(1) of the Implementing Regulation). This means that
registrants need to share the costs of data that relates to their information
requirements, considering the tonnage band they intend to register and type of
registration (standard or intermediate). This applies to both study and administrative
costs (Article 4(1) of the Implementing Regulation).

NB: In case of companies with various affiliates which are separate legal entities
each of them must fulfil its registration obligations separately. Accordingly each legal
entity is obliged to fulfil its data and cost sharing obligations separately. The
approach considering all affiliate companies as one company in the calculation of
shares is not in line with REACH principles of fairness and non-discrimination.

Under specific conditions registrants are allowed to opt-out from certain or all
information submitted jointly by the other registrants of the same substance. The
opting-out registrant is thus not obliged to share with the other co-registrants the
costs of the information from which he opted-out. The opting-out options and related
obligations are addressed in detail in section 6.

The basic principle of data sharing is that co-registrants shall make “every effort to
ensure that the costs of sharing the information are determined in a fair, transparent
and non-discriminatory way” (Articles 27(3) and 30(1) of REACH and Article 2(1) of
the Implementing Regulation). The Implementing Regulation on joint submission of
data and data-sharing facilitates the implementation of this basic principle and
clarifies further the REACH provisions on data and cost sharing (as well as that on
the joint submission obligation). The provisions of the Implementing Regulation
apply both when new registrants join a data sharing agreement that has already
been concluded as well as when co-registrants are setting up a new data sharing
agreement:

35 More information about the 12 year rule is available in section 4.6.
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- Registrants only need to share those study and administrative costs which are
relevant to the information they need to submit to fulfil their registration
requirements (Article 4(1) of the Implementing Regulation);

- All costs need to be itemised: each individual cost item needs to be listed and
clearly related to the respective information requirement (Article 2(1)(a) of the
Implementing Regulation). This relates to both study and administrative costs (see
Article 2(1)(b) of the Implementing Regulation):

o Costs related to data: any costs required to perform a study, acquire access
(co-ownership, possession or right to refer) to data owned by third parties,
contract laboratories, monitoring performances or fulfil an information
requirement with an alternative method.

o Costs related to administrative work: any cost of creating and managing the
SIEF and the data-sharing agreement as well as managing the joint
submission.

The implementing Regulation allows for the obligation to itemise the data to be
waived by unanimous consent where the data-sharing agreement exited already
before the entry into force of that Regulation.

The following is a generic example of what the Implementing Regulation requires in
terms of itemisation:

Justification
(for each cost

Administrative
costs (related

Cost item
(itemisation of

Tonnage
band

Study cost
(if applicable)

all the costs) (tonnage or not to a item)

band for specific

which the information

cost item is requirement)

relevant)
Study 1 1-10 t/y €1000 €70 Justification 1
Study 2 1-10 t/y €2000 €60 Justification 2
Study 3 1-100 t/y €3000 €130 Justification 3
Token n/a n/a €150 Justification 4
SIEF 1-10 t/y n/a €1000 Justification 5
communication
Etc.

Type and details of the itemisation exercise (in particular the level of itemisation)
will possibly differ from case to case. They may depend, inter alia, on the form of
cooperation chosen and its structure (e.g. whether it evolved from an existing form
of cooperation or it was set up specifically for REACH purposes) and whether the
tasks have been allocated to single substances or group(s) of substances (hence

deriving a fully substance-specific cost itemisation could be difficult).

The distinction between study and administrative costs, and the possible relevance
of the latter for a specific information requirement, may vary from one joint
submission to another. What is important is that costs are transparently recorded

and their sources clear to the co-registrants.
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A non-exhaustive list of possible cost items which could be considered on a case-by-
case basis is provided in Annex 3.

- Registration activities of any nature generating costs need to be documented yearly,
shall be kept for a minimum of 12 years following the latest submission of a study
and shall be accessible without delay and free of charge to both existing and
potential registrants (Article 2(3) of the Implementing Regulation). Thus, costs need
to be proven and justified. In the absence of such detailed documentation in the
context of data sharing agreements concluded before the entry into force of the
Implementing Regulation, it is required that the parties make every effort to collate
proof of such past costs, or to make the best approximation of such costs;

- A cost sharing model has to be agreed (Article 2(1)(c) of the Implementing
Regulation); if no agreement can be found, each participant needs to pay an equal
share of the costs required for their participation (Article 4(3) of the Implementing
Regulation). The cost calculation model shall include (unless waived by unanimous
agreement per Article 4(5) of the Implementing Regulation) a reimbursement
mechanism based on the principle of proportionate redistribution to each participant
in the data sharing agreement of their share of the costs where a potential
registrant joins that agreement in the future (Articles 2(1)(c) and 4(4) of the
Implementing Regulation). The reimbursement mechanism shall apply equally to
existing and future registrants.

It is advisable to agree in advance on the frequency with which costs and possible
reimbursements are re-calculated. These will ultimately (and simplistically) be a
balance between increase in the number of co-registrants and new costs. An annual
frequency could be a viable option (keeping in mind that the exercise itself may
generate costs).

- The cost-sharing model shall address possible future costs, namely those following
an eventual substance evaluation decision, but may also cover other potential future
costs resulting from future additional requirements for the registered substance e.g.
as a result of a compliance check decision (see Article 4(2) of the Implementing
Regulation and section 5.5.4 of this Guidance).

It is important to bear in mind that not all cost factors may be known in detail at the
moment the cost calculation model is agreed upon. Therefore, to be able to
accommodate such unknown variables, the reimbursement scheme as well as the
provisions on future costs might well be limited to a cost calculation mechanism, i.e.,
a formula as well as deadlines, events or sums triggering their application; it is thus
not about agreeing on the distribution of concrete sums upfront before their
occurrence.

NB: Itisrecommended that a data sharing agreement is reached prior to the disclosure
ofthe available information by members of the joint submission.

With regard to the costs related to administrative work, it is important for the parties
involved to consider all activities that may need to be carried out in the general context
of data sharingand costsharing/allocation as well as the joint submission of
information for the substance.

Aspects linked to the management of the SIEF and the data sharing agreement as
well as the preparation of the joint registration dossier, such as communication
activities, the possible use of a trustee, administrative work related to the joint
creation of the chemical safety report and possible further administrative activities
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triggered by future additional requirements resulting from the evaluation of the
dossier (compliance check/substance evaluation) also may create costs. All these
costs, generally identified as administrative costs, shall to the highest extent possible
be shared among (potential) registrants in a similar way to those strictly related to
data. The parties need to ensure that all costs in the agreements between the parties
involved are to be taken into account in line with the obligation of fairness,
transparency and non-discrimination laid down in REACH and further clarified by the
provisions of the Implementing Regulation.

As with costs related to information requirements, administrative costs shall only be
shared where those costs are relevant to the information a registrant is obliged to
submit for their registration. It should thus be noted that also those administrative
costs that cannot be linked to any specific endpoint, such as the management of the
SIEF, should nevertheless be shared in a fair way, i.e. proportionally to the
information a registrant is required to submit for their registration. This is
particularly relevant whenever administrative costs are assigned to the workload
associated to e.g. the SIEF management in the context of the previous registration
deadlines in 2010 or 2013. As an example, meetings organised to discuss testing
proposals relevant for the higher tonnage bands only may have generated costs
which should not be borne by registrants in the lower tonnage band.

Compiling information for the purposes of establishing substance sameness should
not be the subject of any cost sharing between previous registrants and potential
registrants (Article 4(2) of the Implementing Regulation). In this section the aspects
mainly related to cost sharing of studies are illustrated.

In this respect the agreement on cost sharing requires parties to agree on:
1. thereliability, relevance and adequacy of the data (“Data Quality”)
2. the economic value of the data (“"Data Valuation”), and

3. how the agreed value is shared among parties (“Cost Allocation and
Compensation”)

The elements discussed below are neitherintended to be prescriptive normandatory.
Theyshould serve rather primarily as a checklist in order to ensure that all interested
parties identify the relevant factors when organising a data quality review and related
cost sharing activities.

5.2. Data quality

5.2.1. Reliability — Relevance - Adequacy

A prerequisite for the valuation of existing studies is to establish their scientific quality.

In line with the OECD guidance, the process of determining the quality of existing data
should take into consideration three aspects, namely adequacy, reliability and relevance
ofthe available information, to describe agivenstudy.Thesetermsweredefined by
Klimischetal. (1997):

e Reliability: relates to the inherent quality of a test report or publication relating to
preferably standardized methodology and the way the experimental procedure
and results are described to give evidence of the clarity and plausibility of the
findings;
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e Relevance: is the extent to which data and tests are appropriate for a particular
hazard identification or risk characterisation>®;

¢ Adequacy: definesthe usefulness of data for hazard/risk assessment purposes.

When there is more than one study for an endpoint, the greatest weight is normally
attached to the study that is the most reliable and relevant. This study is generally
referred to as the key study. Determining reliability essentially relates to how the
study was carried out. Careful consideration must be made of the quality of the
study, the method, the reporting of the results, the conclusions drawn and the
results themselves in order to be able to generate a robust study summary.

There are several reasons why existing study data may be of variable quality. Klimisch et
al, have suggested the following:

e theuseofdifferent test guidelines (compared with today’s standards);

e theinability to characterize the test substance properly (in terms of purity,
physical characteristics, etc.);

e theuseoftechniques/procedures which havesincebeen refined; and

e certain information may have not been recorded (or possibly even measured)
for a given endpoint, but have since been recognised as being important.

At least a minimal amount of information on the reliability of a given study needs to
be known before proceeding to determine its relevance and adequacy for assessment
purposes and before proceeding to develop a robust study summary. The reliability
of data is therefore a key initial consideration which is needed to filter out unreliable
studies, and to focus on those considered most reliable. Knowledge of how the study
has been conducted is essential for all further considerations.

5.2.2. Data validation approaches

Two approaches have been proposed by OECD to assist the initial data quality
screening of study reports to set aside unreliable study data. Both are compatible
and when considering data quality may be used either alone or in combination.

1. Thefirst approach was developed by Klimisch et al. (1997). Ituses a
scoring system for reliability, particularly for ecotoxicological and
health studies. Howeverit may be extended to physicochemical and
environmental fate and pathway studies.

2. The second approach was developed in 1998 as part of the US EPA
HPV Challenge Program.

4. Other systems may also be considered.

3 In particular, the relevance of the composition of the test material used to generate data in terms of the
compositional profile(s) of the substance for which the test data is intended to refer to would need to be
considered.
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5.2.2.1. Klimisch scoring system

Underthisapproach, Klimisch etal. (1997) developed a scoring system which can be used
to categorise the reliability of a study as follows:

1 = reliable without restrictions: “studies or data... generated according to generally
valid and/or internationally accepted testing guidelines (preferably performed according
to GLP) orin which the test parameters documented are based on a specific (national)
testing guideline orin which all parameters described are closely related/comparabletoa
guideline method.”

2 = reliable with restrictions: "“studies or data... (mostly not performed according to
GLP), in which the test parameters documented do not totally comply with the specific
testing guideline, but are sufficient to accept the dataorin whichinvestigations are
described which cannot be subsumed under a testing guideline, but which are
nevertheless well documented and scientifically acceptable.”

3 = notreliable: "studies ordata... in which there were interferences between the
measuring system and the test substance or in which organisms/test systems were
used which are not relevantin relation to the exposure (e.g., non physiological
pathways of application) or which were carried out or generated according to a
method which is not acceptable, the documentation of which is not sufficient for
assessment and which is not convincing for an expert judgment.”

4 = not assignable: "studies ordata... which do not give sufficient experimental details
and which areonly listed in short abstracts or secondary literature (books, reviews,
etc.).”

NB: The use of Klimisch scores provides a useful tool for organising the studies for
further review. Studies which failed to meet essential criteria for reliability would
normally be initially set aside if higher quality information is available. Howeverthese
studies may still be used, as collectiveinformation, which isreferred to as the “weight of
evidence approach” (see below).

The software-based tool "“ToxRTool” (Toxicological data Reliability Assessment
Tool), developed within the context of a project funded by the European Centre for
the Validation of Alternative Methods (ECVAM), provides comprehensive criteria and
guidance for evaluations of the inherent quality of toxicological data, thus making
the decision process of assigning reliability categories more transparent and more
harmonised. It is applicable to various types of experimental data, endpoints and
studies (study reports, peer-reviewed publications) and leads to the assignment to
Klimisch categories 1, 2 or 3. More information on the tool is available at
https://eurl-ecvam.jrc.ec.europa.eu/about-ecvam/archive-publications/toxrtool.

5.2.2.2. US EPA scoring system

The approach provided by US EPA provides additional information by describing the key
reliability criteria for each group of data elements (see Table 1 below). These criteria
address the overall scientificintegrity and validity of the information in a study, i.e.
reliability. This approach is consistent with the Klimisch approach as any study which
does not meet the criteria would also not be assignable under the Klimisch system. Such
studies may, however, be considered later as supplementary information to the overall
assessmentofa particular endpoint particularly if there is no single key study.
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Table 1: Data reliability: initial screening criteria by type of information

Data reliability: initial screening criteria by type of information

Required for the following
Information Items
Criteria P/Chem Env Fate Ecotox /
Human
Health
Test Substance Identification
(Adequate description of test substance, including X X X
chemical purity and identification/quantification of
impurities to the extent available)
Temperature X! X X
Full Reference/Citation X X X
2
Controls X X
Statistics
With some exceptions (e.g. the Salmonella/Ames X
assays)
Species, strain, number, gender, age of organism X
Dose/conc. Levels X X
Route/type of exposure3 X
Duration of exposure X X

! For vapour pressure, octanol/water partition coefficient and water solubility

values.

2 Most studies must have negative controls and some studies (e.g.

biodegradation, Ames assay) must also have positive controls. If a vehicle is
used in the administration of the test agent, vehicle controls should be
established and reported. Exceptions may be allowed for acute mammalian
toxicity studies.

The route/type of exposure (e.g., oral inhalation, etc. for mammalian studies) or
test system (static, flow through, etc. for ecotoxicity) mustbe reported.

Addressing relevance and adequacy will be facilitated by having a clear picture of the
reliability of a study. Indeed, one or more key studies may have been identified per
endpoint, so it needs to be decided whether full robust study summaries can be
prepared to allow judgement on relevance and adequacy.
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NB: The use of steps to identify reliable, relevant and adequate data helps to ensure
that high quality data are identified and also that other studies will be used as a
weight of evidence approach: for example in cases where several studies, one or
more of which alone may be inadequate to satisfy a specific endpoint, may be used
collectively to address one endpoint, thereby avoiding additional (animal) testing.

Forexample, if several repeated dose studies are available on a particular substance it
may be thatnone would be acceptable by itself due to some protocol deficiency (i.e., low
number of test animals/dose group, only one dose group in addition to control group,
changeindose amount orfrequency during the course of the study, etc.). However,
collectively if the different studies show effects in the same target organ at
approximately the same dose and time, this could be judged to satisfy the repeated dose
toxicity data element required.

Stepstofollow

All reports for consideration should be documented as IUCLID 6 datasets with a Robust
Study Summary (if available). If the IUCLID 6 file needs to be generated, however, this
may be deferred until study selection(s)foragivenendpointhasbeen made. Generally,
robust study summaries would be prepared only forthe highest quality or “key"” studies
in a data evaluation exercise.

Itisrecommended to agree in advance on the criteria for accepting proposed studies /
quality ratings. The steps may for example be:

e a self-assessment by data owners
e areview among the members of the joint submission

e in case of problems, an arbitration mechanism might need to be used. This could
involve commissioning an expert Third Party to evaluate the initial
assessment.

As mentioned earlier, there may additionally be other ways of evaluating the reliability of
existing data, which have been developed to address the specific characteristics of
substances that might not be (sufficiently) covered by the generic approaches
described above. As an example, for metals, metal compounds and minerals, the
MERAG (Metals Risk Assessment Guidance) project proposes criteria to be considered
when scrutinising ecotoxicity data for hazard classification. Otherapproaches may also
beavailable.

5.3. Study valuation

An accurate and transparent valuation of studies is a critical componentin the data
sharing process. As a starting point, studies should be assessed in terms of their
scientific quality. In a second step, a financial value can then be determined taking
account of correcting factors, which will lead to an increase or reduction of the values
assigned, where appropriate.




20

21
22

23
24

25
26

27
28
29
30

31
32
33
34
35

36
37
38
39
40

41
42
43

Guidance on data sharing 121
Draft Version 3.0 (Public) — April 2016

5.3.1. What studies should be valued?

From a quality perspective and taking the Klimisch scores as a model, it is
recommended that only studies with a reliability rating of 1 or 2, and used on their
own, qualify for financial compensation. Study reports with scores 3 and 4 can
therefore be deselected from the valuation procedures, as they would not fulfil the
REACH legal requirements. Therefore there is little basis for their compensation in
comparison with higher quality studies.

However the information contained in such reports should be considered when the
registrants wish to use them as part of a weight of evidence approach (according to
Annex XI of REACH, section 1.2).

In that case Klimisch 3 reports could satisfy an endpoint as they would be one
supporting element of the weight of evidence approach which would rely also on
other independent information. Consequently, if the totality of the existing
information is sufficient to fulfil the relevant endpoint, these studies could be
collectively assessed for valuation purposes in the same manner as in the case of
one single higher-quality study.

In general, payments would be subject to the formal acceptance of the valued
(individual or combination of) studies.

5.3.2. Historic versus replacement costs

The owner of a study should provide proof of its cost upon request from the co-
registrant(s).

Nothing prevents the potential registrant(s) from agreeing on valuation methods,
such as:

- Historical costs: the actual costs to perform the test usually proven with an invoice
from the laboratory.

- Replacement costs: estimated costs for performing a study that can be used, for
example, when there are no invoices for a study, when a study has been performed
in-house or when the scope of an existing study goes beyond the regulatory
requirements.

The Implementing Regulation requires an annual documentation of all costs. In the
absence of detailed documentation of costs incurred before the entry into force of
the obligation, where it is not possible to collate proof of such past costs, the co-
registrants shall make every effort to best approximate such costs and may thus
agree on alternative valuation methods, such as the replacement value.

NB: It is the responsibility of the members of the joint submission to agree on the
cost sharing model which is the most appropriate for their specific situation (historic
costs, replacement costs or any other). This model must be fair, transparent and
non-discriminatory, and comply with the criteria laid out both in REACH and in the
Implementing Regulation on joint submission of data and data-sharing.
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5.3.2.1. Correcting factors

Regardless of the cost sharing model chosen, parties may want to account for
correcting factors that may justify either an increase or a decrease of the value of a
study for cost sharing purposes. When historic costs are used, parties may wish to
account forinflation and other relevant elements which are notrequired if replacement
costs are used.

Factorsincreasing the study value may include justified expenses related tothe sample
preparation, test evaluation andotheractivities/ measuressuchas:

e preliminary analyses for determining test concentrations;
e substance testing according to the standard protocol;
e development of suitable analytical methods;

e supplementary analyses (e.g. substance characterisation; stability in test
medium; concentrationintest medium);

¢ administrativeandtravel expenses related to the performance of this study;

e processing and professional support by the commissioning party (mayinclude
study designand /or preparation of test material);

e preparation of the IUCLID data set and robust study summary(ies).

Factors decreasing the study value may include:

e deviations from standard protocol (study is not performed according to the GLP
standards);

e otherpossible study deficiencies to determine on a case-by-case basis (e.g. for
studies prepared in non-REACH context);

e restriction of use for REACH purposes only;

¢ right to refer to data only and not access to hard-copies of the data or co-
ownership;

e useas partof category of substances where the study is used only forone
substance;

e use in case of read-across, where the substance is not the tested substance;

e compensation already received for the performance of the study.

5.3.2.2. Specific value elements

The following elements may need to be taken into account on a case by case basis:

e Baseline costs (i.e. expenses for preliminary testing and substance testing
according to a standard protocol) may be calculated as an average of the
prices charged by two or three agreed testing laboratories according to their
price lists. Standard pricing should be assumed and special conditions, such as
those granted when commissioning large testing programmes, are not taken
into account.

e If no market prices are available for the calculation of expenses for substance
analysis, the following information from the party supplying the report is required
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for each analytical procedure: (i) a brief description of the methodology,
including the limit of detection; (ii) estimated costs for the development or
provision®” of the method; (iii) costs peranalysis; (iv) number of analyses
performed. Insomecases, the developmentand provision costs may not be cited
separately but could beincluded in the charges made for each analysis.

¢ Administrative expenses: in addition to the cost of the experimental work
(substance testing and analysis), some administrative expenses related to a
particular information requirement have probably occurred (e.g. literature
research, processing and professional support by the data owner, travel
expenses, archiving of the test substance and raw data, communication with a
laboratory). In line with the requirement of an annual documentation of all
costs incurred (Article 2(3) of the Implementing Regulation) these
administrative costs need to be justified, i.e., be based on invoices or other
objective criteria, e.g. calculation of the costs based on average market price,
if available, for the work done in relation to the hours spent for which there is
relevant proof. In case this is not possible, these administrative costs may
instead rather be related to the value of the study, i.e., a percentage factor
might be applied. Some examples of variable administrative costs on the basis
of the value of the underlying study are provided below (see section 5.6). If
factual information relating to expensesis available, this may override any other
recommendations. In the case of significant deviation, expenseswouldneedtobe
fully substantiated and documented individually.

NB: The valuation of costs mustrely on expenses supported by verifiable
documentation or, if such documentation is not available, on expenses that can be
appropriately justified. These elements are critical for data owners to comply with their
legal obligation of providing “fair, transparent and non-discriminatory” costs according
to the requirements of the REACH Regulation and the Implementing Regulation.

e Robuststudy summary: the preparation and provision of robust study summaries
for key studies which may be contributed by the study owner (or developed by
experts commissioned for this task) could be compensated by a percentage ofthe
administrative costs mentioned above. In case of testing for inherent substance
properties, the limitation (2) “reliable with restriction” may arise when the study
has been conducted at a date prior to the introduction of GLP standards.

e Risk premium: A potential registrant accessing an existing study has accessto a
known outcome, while the original decision to conduct a study may have
involved a risk for the initiator according to which the project might not have
been successful in generating the information desired (with no possibility for
reimbursement). It may be appropriate to acknowledge this risk, especially for
recognized problematic substances like for example UVCBs, orthose difficult to
test for other reasons. This would mainly be applicable for toxicity or ecotoxicity
studies where testing difficulties might reasonably be anticipated. In many other
scenarios, there may be no or little justification for the application of this risk
premium due to the nature of the testing and/ or the inherent properties of the
substance involved. If a risk premium is applied, the requirement for fair and
transparent cost sharing requires that both the application as such, as well as

37 Provision of analytical procedure or method includes the measures required for testing a method known
from the literature for compatibility with the intended use.
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the factor applied is justified based on objective criteria. A potential registrant
may request such justification in case it is not provided, and may challenge the
application and the rate in case he disagrees.

A risk premium could also only be charged for studies that have been generated
for REACH purposes® by the registrant. If studies existed already and were
bought by the previous registrants from another data owner, they obviously did
not incur any risk about the outcome and therefore no risk premium should be
applied. In case of a new study to be generated for which a failure previously
occurred, an alternative to the risk premium is to agree on sharing the cost of
the actual failure in addition to the share of the re-generated successful study.

¢ Compensation already received for the performance of study: as data sharing
must ensure that only the cost incurred is to be shared and profit-making is
not taking place, if the registrant has already received relevant compensation
for the performance of the study, this compensation must be taken into
account when calculating the final cost that is to be shared with the other
registrants.

e International reviews: the intrinsic properties of substances which have been
part of international programs (e.g. ICCA/OECD HPV chemicals programme),
have already been reviewed. Therefore, the key studies have already been
selected in a similar way. This activity may be taken into account, where
relevant, by encompassing all relevant endpoints and applying a correcting
factor.

NB: For all these specific value elements, the existing registrants, or their
representatives, or the parties preparing the dossier, have the obligation to answer any
request for clarification on costs which may not be sufficiently transparent to the
member(s) of the joint submission and to any potential registrant considering joining
the joint submission.

The principles related to study valuation are illustrated in section 5.6 through two
examples (see Examples 1 and 2).

5.4. Cost allocation and compensation

The REACH Regulation requires all parties to make every effort to ensure that the costs
of sharing information are determined in a “fair, transparent and non-discriminatory
way”. The cost allocation may be based on the calculation of the studies relating to
all endpoints for which information is required according to REACH. The current
value of all study reports serves as the basis for subsequent cost allocation and
compensation.

NB: Cost allocation activities are not appropriate for data obtained from reports
which are recognised to be free of copyright protection (see section 3.3.3.8 for
further guidance on this point) and the use of which does not lead to any additional

38 For studies generated by the registrant for purposes other than REACH a risk premium should not be
applicable.
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expenditure.

It is the responsibility of the co-registrants of the same substance to select any cost
allocation and compensation mechanism (i.e. cost sharing model) so that they are
fair, transparent and non-discriminatory and respect the provisions of the
Implementing Regulation to that effect. Some possible mechanisms may include (list
is not exhaustive):

e Sharing data equally, based on the number of parties involved within the same
tonnage band (i.e. registrants having the same information requirements);
equal sharing of incurred costs would in principle grant co-ownership rights to
the potential registrants;

e Sharing data based on the number of parties involved within the same tonnage
band, but considering that the ownership lies with only certain registrants;
such cost sharing is typical for letter of access (right to refer);

¢ Sharingdataamongregistrantsbased on production or sales volume or otherwise
(subject to competition rules and CBI, see also sections 7 and 9); such a model
may be considered in some cases to be fairer than others, for instance in
situations where parties are handling very disparate manufactured or imported
volumes (more information under subsection 5.5.3);

e Alternative mechanisms using part of the above models in a different way.

NB: When owner of the study is at the same time a co-registrant for the substance,
he has to include himself into the calculation of the share of the cost to be paid by
each co-registrant that needs that study.

Additionally, Article 30(1) of the REACH Regulation and Article 4(3) of the
Implementing Regulation referto equal sharing as a default mechanismin caseno
agreement on the cost sharing model can be reached.

NB: Registrants are only required to share the costs of information that they are
required to submit to satisfy their registration requirements. Therefore, registrants
cannot be forced to pay for studies (and their related administrative costs) that they
do not need, unless additional studies are necessary in order to fulfil their information
requirements (e.g. in a weightof evidence approach, category approach or to justify
classification and labelling). Also companies cannot be forced to pay for studies before
they actually need them for their registration in their respective tonnage band.
However, the cost sharing model may include provisions for sharing costs resulting
from future additional information requirements (Article 4(2) of the Implementing
Regulation). Additionally, registrants who are only required to register by the 2018
deadline cannot be asked to pay any surcharge for not having registered together
with the 2010 or 2013 registrants®®, unless there are legitimate and justifiable
reasons for charging additional amounts to later registrants and these have been
presented during the data sharing negotiations.

39 See ECHA decision of 12/07/2013

http://echa.europa.eu/documents/10162/21728418/reach dsd decision 12-07-2013 en.pdf and Board
of Appeal decision of 17/12/2014 (A-017-2013) http://echa.europa.eu/documents/10162/13575/a-017-
2013_boa_decision_en.pdf.
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However whenever a (potential) registrant requests data earlier, he has to pay on receipt
of the data.

5.4.1. “Individual route”

Astudy’svalueisto be determined using the same principles as described above. The
study isthenshared with all parties requiring the information for registration purposes.
If the data owner is part of the group of potential registrants, the costs of the data are
to be incorporated into the allocation calculations. If the data owner has noregistration
intentions (i.e. heis a data holder), costs are to be distributed only amongst the
potential registrants. If any additional interested parties arise throughout the lifetime
of the joint submission, compensation adjustments are to be subsequently effected by
the data owner(s).

5.4.2. “"Collective route”

NB: Solely for the purposes of cost allocation, when addressing a particular endpoint,
only one study per endpoint is normally to be proposed (even though all studies may
be used for technical support).

Potential registrants who are compelled to submit jointly the data set to characterise
the intrinsic properties of their substance are free to decide on any data compensation
mechanism they see fit, as long as the agreed mechanism is fair, transparent and
non-discriminatory.

Some modelswhich have been usedinthepastare explained below and can be considered
forapportioning costs between participants. Howeverthey are only models. The
example(s) provided toillustrate them should bereviewed to fully understand each
model.

1. Data compensation based on study-quality weighted models

These data compensation mechanisms are illustrated by examples in section 5.6.
These models are based on the principle that compensation by non-contributors for a
given endpoint is due only for the best study available (i.e. for one study per end
point).

If there is more than one data owner, the following steps may be applied in order to
arrive at an appropriate cost allocation. Forthe purposes of illustration, Klimisch ratings
are determined first and employed.

Case (i): only Klimisch 1 studies available

By contributing with a category (1) report (“reliable without restrictions”), the share of
the contributor/data owneris considered as paid for the relevant endpoint. This applies
also for any other parties who contribute with reports of equal quality. The cost
allocation against this endpointis then borne only by the remaining (non-contributing)
potential registrants.
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If any reports are jointly owned by a number of potential registrants, each would be
considered to have met their obligation for that endpoint from a cost-sharing
perspective.

Case (ii): Klimisch 1 & 2 studies available

If reports from both category (1) and (2) (“reliable with restrictions”) are available for
the same endpoint, the report with the higher rating will be used as the key study for
cost allocation purposes. Data owners supplying a lower-rated report are to contribute
according to the difference in value of their study from that of the selected key study.
Other (non-contributing) potential registrants support the cost on the basis of the key
study value.

If any category (1) reports are jointly owned by a number of contributors, each would be
considered to have met his obligation for that endpoint from a cost share perspective.
For category (2) study joint owners, contributionswould be required asindicated.

Case (iii): only Klimisch 2 studies available

If a report of category (1) standard does not exist and only one (or more) report(s)
of category (2) is available, the report with the highest assigned value will be
selected as the key study for cost allocation. Contributing potential registrants will
pay by difference to the key study costs (as above) while the other potential registrants
will support the cost on the basis of the key study value.

Compensation

The total compensation available for allocation, against any endpoint, results from
adding together the contributions identified for all potential registrants in line with the
guidelines described.

Compensation is then divided among the parties supplying reports in relation to the
values of the studies provided against each of the range of endpoints covered.

2. Direct data compensation

As an alternative to the approach defined above, other more direct cost allocation
mechanisms can also be used. In all cases, clear rules for the study valuation step need
to be firmly established as a prerequisite to applying any distribution mechanism. This
model exempts holders of data who would satisfy their registration requirements from
the cost sharing mechanism so that the costs are only shared between the holder of the
key study and those registrants who do not hold sufficient data. With study costs
established, the followingallocation options could be considered:

Case (i): Compensation taking several studies into account

In some cases more than one key study may be needed to cover a certain data
requirement. Therefore a mechanism covering the cost sharing of more than one key
study can be envisaged, whereby several studies for a given endpoint are used to
calculate a total endpoint value. This total value is to be used to define a member
contribution. A cost adjustment for each potential registrant is to be made depending
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on the value of the studies provided relative to the required member contribution.

This route has the benefit of recognizing the full weight of the studies available.
However in order to avoid the situation where the number of existing reports
exceeds the number of potential registrants in the data sharing process, data owners
are normally not compensated for more than one study per endpoint.

NB: in this model, potential registrants that are not contributing would compensate
more than one study per endpoint.

Case (ii): Compensation for key study only

Compensation is based around the key study selected for one endpoint. Other data
owners for the endpoint would be exempted from the compensation process and only
potential registrants that do not own data are expected to provide a financial
contribution to the key study holder.

As agreement on key study selection is critical for this mechanism, there could be
difficulties in coming to an agreementifanumber of comparable studies are available.
However, if necessary, morethan one key study may be assigned.

5.5. Further factors influencing cost sharing

Arange of additional factors may also be considered when addressing cost sharingamong
potential registrants. In each case, the basic valuation and data/ cost sharing
mechanisms described abovesstill apply with the appropriate adjustments being made.

5.5.1. Klimisch 3 studies

As mentioned in section 5.3 (Study evaluation), in cases where Klimisch 3 studies
represent the best information available, potential registrants may adopt a “weight-
of-evidence” approach which can be sufficient to satisfy a given endpoint’s
requirements.

NB: Assuming that the combination of studiesis formally accepted (in order to avoid
repeating unnecessary animal testing), it is recommended to consider, in valuation
terms, the datain line with the criteria for higher level Klimisch 2 data.

5.5.2. Usage restrictions

In addition to the costing elements considerations, usage conditions are to be applied. It
is appropriate to takeintoaccountany limitation to usage conditionsin the financial
value assigned to a given study. Some examples of restricted application mightinclude
the following situations (or a combination thereof):

e Usage is limited to REACH purposes only (as opposed to a study being available
for more general exploitation).
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e The full study report is not being made available nor is co-ownership of the
study being granted, but rather a Letter of Access giving authority to refer to
the work is proposed.

e One substance’s data set is needed and not the full category’s.

e Beyond the EU countries, some geographic boundaries are placed on areas
where the information may be exploited.

NB: Reductions in the assigned value of a study should be agreed as a percentage
reduction of the original valuation. Allocation of the study value would then follow the
normal procedures (as described above).

5.5.3. Volume factors

Fairness and non-discrimination of cost sharing are to be looked at holistically. There
are situations where strict application of sharing the cost according to tonnage band
and information requirements might not be the most appropriate option in terms of
fairness. For instance, the allocation of study charges could be considered to be
imbalanced when considering parties handling very disparate manufactured or
imported volumes. This would generally apply for the higher tonnage band (above
1000 tonnes) where registrants may be handling volumes much greater than 1000
t/y and the impact of registration costs on price per kg of substance would be
substantially less than for lower tonnages bands. The use of a volume factor can also
be considered for the lower tonnage bands. In this case, a weighting against further
tonnage ranges would be assigned thereby effectively increasing the number of
shares across which a charge is allocated. For multi-site operators, tonnage may be
combined to assign the appropriate banding factor. To implement this, in view of the
need to have knowledge of the population of the relevant volume bands, particular
care should be taken to recognize any competition or confidentiality concerns which
might potentially arise from the application of tonnage bands with relatively narrow
volume ranges, allowing to estimate or identify individual volumes. For more details,
please consult sections 7 and 9 of the present Guidance Document.

Considerations on the impact of the cost sharing model on the price per kg of
substance and considerations on the fairness of a model based on volume factors are
presented in Annex B of the report by the European Commission ‘Monitoring the
Impacts of REACH on Innovation, Competitiveness and SMEs’. The report is available
at: http://ec.europa.eu/growth/sectors/chemicals/reach/studies/index_en.htm

5.5.4. New studies

If new studies are generated as a consequence of the registration activity (as per the
REACH requirements), the general principles on cost sharing as explained above for
existing studies should be applied for the valuation and assignment of any resulting
costs. This ensures a consistency in the approach taken for all data used in the
registration of a given substance.

According to the Implementing Regulation with regard to studies which may be
requested following a substance evaluation decision, registrants have to agree on a
cost sharing mechanism that addresses such potential costs (see Article 4(2) second
subparagraph). Since a substance evaluation decision is relevant for all registrants of
a particular substance, the Implementing Regulation requires that the provisions of
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the cost sharing model for sharing any costs resulting from a potential substance
evaluation decision shall apply to all registrants. This means that the cost sharing
model shall provide that such costs shall be shared among the registrants of a
particular substance existing at the moment when the decision making process on
substance evaluation starts as well as future registrants who register after this point
in time.

With regard to the actual costs resulting from a substance evaluation decision that
need to be shared among those registrants, as normally at the moment the data
sharing agreement is drafted the exact amount of these costs is not known, parties
shall agree on a cost sharing mechanism or a formula that would allow them to deal
with the sharing of those costs that they should bear. Since a substance evaluation
decision is relevant for several registrants of a particular substance, regardless of the
tonnage registered and the type of registration made, it is advisable to agree on a
mechanism that takes into consideration the balance achieved in REACH between
cost and information to avoid significant costs for low tonnage and intermediate
registrants. Furthermore, also registrants who ceased manufacture might need to
contribute to the costs (Article 4(6) of the Implementing Regulation).

The Implementing Regulation requires the cost sharing model to also include
provisions for the sharing of costs resulting from future additional information
requirements, other than those resulting from a potential substance evaluation
decision, e.g. costs resulting from a compliance check decision on the joint
submission dossier requiring additional testing (4(2) of the Implementing
Regulation). If such provisions are included in the cost sharing model, the sharing of
those costs shall be justified and those costs shall be clearly separated from other
costs (see 4(2) of the Implementing Regulation). Here too it is advisable to agree on
a mechanism that takes into consideration the different information requirements
among the registrants in line with the requirement that a registrant needs only to
share the costs of the information that he requires to fulfil his registration
requirements.

5.5.5. Cost sharing as a “"non-static” process

Additionally any cost sharing model needs to take into account the fact that cost sharing
and cost allocation are continuous and dynamic processes. Indeed several elements may
triggervariations ofthe model over time and the need to take corrective actions:

e Avariable number of co-registrants: the number of registrants potentially joining
the joint submission is not known in advance. New potential registrants may join
an existing joint submission at any time during the“lifetime” of the joint
submission, where cost sharing arrangements have already been agreed. The cost
sharing model shall apply to all registrants of a particular substance, including
future registrants (Article 4(2) of the Implementing Regulation). However, if
the existing data sharing agreement does not provide for the itemisation of the
costs or a reimbursement mechanism (parties to an agreement already
existing when the Implementing Regulation enters into force have the
possibility to unanimously decide to waive the obligation to itemise the data
and/or include the reimbursement mechanism), the new potential registrant
shall not be bound by this part of the agreement unless he provides his signed
consent (see Articles 2(2) and 4(5) of the Implementing Regulation). New
potential registrants have the right to request clarifications and justifications
for the previously established criteria and have free access to information on
cost and data sharing details and methodologies. The new potential registrants
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have the right to request the itemisation of all relevant costs incurred after the
entry into force of the Implementing Regulation (26 January 2016) and be
provided with proof of previous study costs.

NB: Joining registrants have right to request from the existing registrants to revise
the cost sharing model and cost allocation. What was fair, transparent and non-
discriminatory for 2010 or 2013 registrants may not necessarily be accurate for 2018
registrants.

e The need for additional registration requirements: some additional testing and
related expenses may be needed which would have an impact on any existing
arrangements (see section 5.5.4).

NB: co-registrants are advised to check carefully the data/cost sharing agreements
bearing in mind the elements above (which may trigger variation in the costs) and the
iterative nature of the process. The price of the dossier, reflected for example in the
Letter of Access, does not reflect only the costs of the total individual studies.

5.6. Cost sharing examples

Examples provided in this section consider various concepts described above. They
aim at providing a more practical explanation but should NOT be used as the only way
to proceed. Note that all monetary values and magnitude of cost factors are
hypothetical and should NOT be considered as an indication of real values.

Example 1: study valuation

7 potential registrants (A, B, C, D, E, F, G) form a SIEF for the same substance,
Member A owns a Klimisch 1 report, Member B owns a Klimisch 2 report, Members C,
D, E, Fand G do not own a relevant study.

The following example does not reflect

- adeduction because of limitation of a study for REACH registration purposes
exclusively

- asurcharge for RSS established fora given report.

a) Substance testing

Report - Klimisch 1 Report - Klimisch 2
Owner Member A Member B
Year of testing 2001 1984

Method OECD Guideline xyz Similar to OECD Guideline xyz
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GLP

Analysis of test substance

Stability

Concentration
monitoring

Comments

Yes

Pharmaceutical grade 99.9
%

Yes

Yes

Study conducted in
accordance with OECD and
EC and EPA test guidelines
and in accordance with
GLP

No

Unknown, presumably >99%

Unknown, presumably yes

Yes

Several details of test conditions are
not given, e.g. sex, age or body
weight of the test animals, housing
conditions etc. However, the studyis
acceptable since the general conduct
of the study is acceptable, and since a
detailed description of the
observations is provided in the
report.

b) Analyses

‘ Standard

Test substance Standard
Stability standard standard
Concentration monitoring

Method Literature Literature
Development None None
Provision
Working days 10 8
Per diem rate €600 €600
Analysis costs € 100 per analysis € 100 per analysis
Number of analyses 60 50
C) Determination of the current value of the report

Type of

expense/surcharge/deduction
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Type of
expense/surcharge/deduction

Preliminary test to determine
concentration (range finding)

Test per standard protocol
Without GLP

Other deficiencies

Costs of substance testing

Development of analytical
procedure/ method

Provision of analytical
procedure/method (10 or
8 working days at € 600)
Analysis of test substance

Stability

Concentration monitoring
(60 or 50 analyses at€ 100)

Analysis costs
Experimental costs
Administrative costs*°

Risk premium
(10 % of experimental costs*!)

Total surcharges

Current report value

Report 1

€ 35,000
€100,00
0
0
€ 135,000
0
€6,000
€1,000
€500
€6,000
€13,500
€ 148,500
€10,000
€ 14,850
€ 24,850
€173,350

Report 2
€ 35,000
€100,000
€-15,000
€ -5,000
€115,000
0
€4,800
0
0
€ 5,000
€9,800
€ 124,800
€ 10,000
€ 12,480
€22,480
€ 147,280

Costallocation foreach memberisdescribed in Example 3 (below).

4 The value of €10 000 (and € 15000 in example 2) for administrative cost is given here as an example
only. The Implementing Regulation requires that administrative costs are itemised and related to the
actual costs incurred (no lump sums or percentages).

41 Risk premium can be applied when the actual risk occurred, when generating studies for REACH

purposes. In justified cases, e.g. for UVCBs or when the probability to receive a negative or useless test
result is high, a risk premium might be discussed. However, it needs to be assessed and justified on case-
by-case basis, both in terms of general applicability and regarding the actual factor applied.
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Example 2: Study valuation

7 potential registrants (A, B, C, D, E, F, G) prepare a joint submission for the same
substance, Member A owns a report (compliant to OECD guideline), Member B owns
a report non-compliant to OECD guidelines, Members C, D, E, Fand Gdo notown a

relevant study.

The example does not reflect a deduction because of limitation of a study for REACH
registration purposes exclusively, norasurcharge for RSS established fora given report.

a) Substance testing

‘ Report 1 Report 2

Owner

Year of testing
Method

GLP

Analysis of test
substance

Stability

Concentration
monitoring

Comments

Member A

2001

OECD Guideline xyz
yes

pharmaceutical grade
99.9 %

yes

yes

Study conducted in
accordance with OECD

test guidelines and in
accordance with GLP

Member B

1984

similar to OECD Guideline xyz
no

unknown, presumably >99%

unknown, reliably yes

yes

Some details of test conditions
are not given. However, the
study is acceptable since the
general conduct of the study is
acceptable, and since a
detailed description of the
observations is provided in the
report.

b) Analyses

Test substance

‘ Standard

Standard

Stability
Concentration monitoring

Method

standard

’ literature

standard

literature
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Development
Provision
Working days

Per diem rate

none

0

€600

none

0

€600

Analysis costs € 100 per analysis € 100 per analysis

Number of analyses 0 0

C) Determination of the current value of the report

Type of
expense/surcharge/deduction Lt Reporti2
Preliminary test to determine 0 0
concentration (range finding)
Test per standard protocol €11,000 €11,000
Without GLP 0 €-1,100
Other deficiencies 0 €-1,000
Costs of substance testing €11,000 € 8,900
Development of analytical 0 0
procedure/ method
Provision of analytical 0 0
procedure/method
(0 working days at € 600)
Analysis of test substance €500 0
Stability €100 0
Concentration monitoring 0 0
(0 analyses at€ 100)
Analysis costs €600 0
Experimental costs €11,600 € 8,900
Administrative costs*? € 3,000 €3,000

42 Seefootnote 38 above.
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Type of
expense/surcharge/deduction e AR
Risk premium* 0 0
(N/A)

Total surcharges € 3,000 € 3,000
Current report value € 14,600 € 11,900

1

2

3 Example 3: Study cost allocation - individual studies

4  Asshown in Example 1, the value of report 1 (Klimisch 1) has been calculated to be

5 € 173,350; the value of report 2 (Klimisch 2) has been calculated to be € 147,280.

6
Value of key study €173,350 ‘
Share per member (€ 173,350/ 7) € 24,764
Financial contribution of Member A (Owner of Report 1) €0
Financial contribution of Member B (Owner of Report 2 having the €3,724
lower value): 24,764 x (173,350 - 147,280) / 173,350
Financial contribution of other members: 5 x 24,764 €123,820
Cost compensation

10
Total amount of assigned contributions (123,820 + 3,724) €127,544
Sharefor Member A having the highervalue Report1 127,544 x 173,350 | € 68,957
/ (173,350 + 147,280)
Share of Member B having the lower value Report2 127,544 x 147,280/ | € 58,587
(173,350 + 147,280)
11

12 The balance (cost allocation - cost compensation) results in the following:

13 Member A receives € 68,957

43 See footnote 39.
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Member B receives € 54,863 (58,587 - 3,724)
Members C, D, E, F, G pay € 24,764 each

Example 4: Study cost allocation - individual studies

Two Klimisch 1 & two Klimisch 2 studies available, one study not assessed in a joint

submission consisting of 7 members

Member A owns a Klimisch 1 study; report has been valued € 215,325
Member B owns a Klimisch 1 study; report has been valued € 202,100
Member C owns a Klimisch 2 study; report has been valued € 165,390
Member D owns a Klimisch 2 study; report has been valued € 158,270
Member E owns a study, which has not been assessed for its quality

Member F and G do not own any study

Value of key study € 215,325
Share per member (€ 215,325/ 7) € 30,761
Financial contribution of Member A (Owner of Report 1; key study) €0
Financial contribution of Member B (Owner of Report 2 not being the €0

key study but being rated Klimisch 1):

Financial contribution of Member C (Owner of Report 3, Klimisch 2 €7,134
study) 30,761 x (215,325 - 165,390) / 215,325

Financial contribution of Member D (Owner of Report 4, Klimisch 2 €8,151
study) 30,761 x (215,325 - 158,270) / 215,325

Financial contribution of Member E (Owner of Report 5, but no € 30,761
quality assessment available)

Financial contribution of Member F and G (do not own a Report) 2 x | €61,522
€ 30,761

Total financial contributions € 107,566
Cost compensation

Share for Member A owning Report 1; the key study € 31,254
(7,134 + 8151 + 30,761 * 3) * 215,325/ (215,325 + 201,100 +

165,390 + 158, 270)

Share for Member B owning Report 2; Klimisch 1 but not the key € 29,334

study
(7,134 + 8151+ 30,761 *3) * 201,100/ (215,325 + 201,100 +
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165,390 + 158, 270)

Share for Member C owning Report 3; Klimisch 2 € 24,006

(7,134 + 8151 + 30,761 * 3) * 165,390/ (215,325 + 201,100 +
165,390 + 158, 270)

Share for Member D owning Report 4; Klimisch 2 €22,279

(7,134 + 8151 + 30,761 * 3) * 158,270/ (215,325 + 201,100 +
165,390 + 158, 270)

Total compensations € 107,566

Balancing cost allocation and cost compensation leads to the following results

Member A receives € 31,254

Member B receives € 29,334 (Klimisch 1 but not key study / lead value)
Member Creceives€ 16,872

Member D receives € 14,822

Member E, F and G pay € 30,761 each

Example 5: Study cost allocation - Individual studies

Here member A of the joint submission owns a Klimisch 2 study, the value of the report

has been calculated to be€ 158,300.00.

Member B owns a Klimisch 2 study, the value of the report has been calculated to be

€145,000.00.

Member C owns a Klimisch 2 study, the value of the report has been calculated to be

€144,000.00.
The remaining members D to G do not contribute with any study.

Value of key study

€ 158,300

Share per member (€ 158,300/ 7)

Financial contribution of Member A (Owner of Report 1; Klimisch 2, key
study)

Financial contribution of Member B (Owner of Report 2, Klimisch 2): 22,614
x (158,300 - 145,000) / 158,300

Financial contribution of Member C (Owner of Report 3, Klimisch 2): 22,614
x (158,300 - 144,000) / 158,300

Financial contribution of Member D, E, F and G (do not own a Report) 4 x
€22,614

Total financial contributions

€22,614

€0

€1,900

€2,043

€90,456

€94,400
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Cost compensation

Share for Member A owning Report 1; the key study € 33,408
(1,900 + 2,043 + 22,614 *4) * 158,300 / (158,300 + 145,000 + 144,000)

Share for Member B owning Report 2 € 30,601
(1,900 + 2,043 + 22,614 *4) * 145,000 / (158,300 + 145,000 + 144,000)

Share for Member C owning Report 3 € 30,390
(1,900 + 2,043 + 22,614 *4) * 144,000 / (158,300 + 145,000 + 144,000)

Total compensations € 94,400

Balancing cost allocation and cost compensation leads to the following results:
Member A receives € 33,408

Member B receives € 28,701 (Klimisch 2 but not key study / lead value)
Member C receives € 28,347 (Klimisch 2 but not key study / lead value)
MemberD, E,FandGpay€22,614each.

Example 6: Costallocation - compensation forbest studies

In some cases more than one key study might be needed to cover a certain data
requirement. In these cases a mechanism covering the cost sharing of more than one
key study can be envisaged.

Five members have the following data available for a particular endpoint (with
accompanying study valuations as indicated):

Member A: Klimisch 1 study (€ 105,000) + Klimisch 2 study (€ 80,000)
Member B: No Data

Member C: Klimisch 1 (€ 95,000)

Member D: Klimisch 2 (€ 65,000) + Klimisch 2 (€ 75,000)

Member E: Klimisch 2 (€ 60,000)

Study values (using a hominal approach) are set as Klimisch 1, €100,000 with
Klimisch 2, € 70,000. Total number of available studies = 6

Using thisdatasetand the nominal study values described: Total number of studies (for
calculation purposes) = 4

Total value of these studies = (2 x 100) + (2 x 70) = € 340,000 Participant contribution
isthen 340/ 5 =€ 68,000

Inpayment/ compensationterms: Member B pays€ 68,000

Members A, C, D and E (all holders of qualifying data) each receive € 17,000

For comparison purposes, treatment of the same example utilising the earlier
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allocation mechanism would yield thefollowing balance:
Member A receives € 11,283

Member B pays € 21,000

Member C receives € 10,208

Member D receives € 2,059

Member E pays € 2,552

Example 7: Cost allocation - compensation for key study only

Using again the dataset and nominal study values described in Example 6 but now
with the key study as- signed as that held by participant C:

Members A, D and E are exempted from the compensation process Key Study value is
€ 100,000

In payment/compensation terms
Member B pays € 50,000 (half of the value of the study)
Member C (holder of the key study) receives € 50,000

For comparison purposes, treatment of the same example utilising the earlier
allocation mechanism would yield thefollowing balance:

Member A receives € 9,403
Member B pays € 19,000
Member C receives € 8,507
Member D receives € 2,716
Member E pays € 1,627

If, however, both of the Klimisch 1 studies were accepted as key studies: Members
D and E are exempted from the compensation process.

Key Study value is € 100,000 (for each study), giving a total value of € 200,000 In
payment/ compensationterms;

Member B pays € 66,600 (one third of the value of the two studies) Members A and
C (holders of the key studies) each receive € 33.300

Example 8: Valuation with usage restrictions

As shown in examples 1 and 3, the value of report 1 (Klimisch 1) has been calculated
to be € 173,350; the value of report 2 (Klimisch 2) has been calculated to be €
147,280.

Cost Allocation
Members C, D, E, Fand G don’t own a study.

Member C will use the study exclusively for REACH and requires only a Letter of
Access, he will get a reduced allocation by a factor of 50 % (therefore he pays at a
rate of 50%)
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Member D needs to reference the study for global regulatory purposes (including REACH
inthe EU) butonly requires a Letter of Access, he will get a reduced allocation by a factor
of 30% (therefore he pays at a rate of 70%)

Other members will have full usage rights to the full study report

Value of key study €173,350 |
Share per member (€ 173,350/ 7) € 24,764
Financial contribution of Member A (Owner of Report 1) €0

Financial contribution of Member B (Owner of Report 2 having the lower €3,724

value): 24,764 x (173,350 - 147,280) / 173,350
Financial contribution of members E, F and G: 3 x 24,764 € 74,292

Financial contribution of member C, who can use the study (Letter of Access) €12,382
only forREACH 24,764 * ((100-50)/100)

Financial contribution of member D, who can use the study for all regulatory €17,335
purposes, including REACH, but needs only Letter of Access.
24,764 * ((100-30)/100)

Total financial contribution €107,733

Cost compensation

Total amount of assigned contributions (123,820 + 3,724) €107,733

Share for Member A having the highervalueReport1 107,733 x 173,350/ | € 58,246
(173,350 + 147,280)

Share of Member B having the lower value Report2 107,733 x 147,280 / € 49,487
(173,350 + 147,280)

The balance (cost allocation - cost compensation) results in the following:
Member A receives € 58,246

Member B receives € 45,763 (49,487 - 3,724)

Member C pays € 12,382

Member D pays € 17,335

Members E, F, G pay € 24,764 each

Example 9: Registration dossier cost allocation - different tonnage bands
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used as criteria

Faircostsharing may be organised accordingtotonnagebandsasthe REACH information
requirementsare linked to the tonnage bands and therefore are the main factor
affecting cost sharing. The costs of data necessary for a group of registrants falling
under a specific tonnage band vary and are usually related to the cost of data, access to
which the registrant needs to licence/ acquire for the purpose of submitting his dossier.

Since itis difficult to define a standard proportion between the different tonnages,
different approaches may be used.

Inthe SIEF for substance X, 10 members have expressed interest in registering the
substance. Five of them in the tonnage band of > 1000 t/y, 3 in the tonnage band of
100-1000t/y and 2 in the tonnage band of 1-100 t/y.

The total cost of the data in the dossieris€ 1 420 000 and the “"administrative costs”
(including SIEF management, preparation of the dossier and review by third party) are
€10 000. Total cost is therefore: € 1 430 000.

The lead registrant proposes the following prices for the letter of access (LoA):

Tonnage band Cost of accesstodata Admincosts Total price
(€) (€)* LoA (€)
>1000 t/y 250K 1,3K 251,3K
100-1000 t/y 50K 0,8K 50,8K
1-100t/y 10K 0,55K 10,55K

The price structure reflects the fact that the higher tonnage band registration
accounts for the higher registration requirements. The amount of the administrative
costs to be paid by each registrant varies depending on the tonnage band to which
the registrant registers in line with the requirement that a registrant needs to share
only the administrative costs that are relevant for his registration requirements
(Article 4(1) of the Implementing Regulation. See section 5.1 for further information).

The total price is then covered: 5x251,3K + 3x50,8K+2x10,55K = € 1 430 000.

Example 10: Registration dossier cost allocation and balance due to new co-
registrants and additional costs

TheSIEF hasalarge number of members (e.g. 100 members). The total estimated price
ofthedossierincluding administrative costs is€ 1 000 000.

Following a survey carried out by the lead registrant, 30 legal entities out of the 100 pre-
registrants have expressed interestin registeringin the highesttonnage band.

It has been assumed as a conservative approach that 20 legal entities will actually

44 In line with the requirement that a registrant needs to pay only those administrative costs that are
relevant for his registration (Article 4(1) of the Implementing Regulation), the amount of the
administrative costs to be paid by each registrant varies depending on the respective tonnage band.
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register within the highest tonnage band (>1000 t/y).

Forthe cost allocation the adopted approach has been to apply equal sharing perlegal
entity pertonnage band. It has also been agreed to fix*® a price for lower tonnage bands
in case of new potential candidates as follows:

> 1000 t/y: 100% of the Letter of Access (LoA)
100 - 1000 t/y: 50 % of the LoA.

10 - 100 t/y: 20 % of the LoA

<10t/y: 5 % of the LoA

The price of the LoAis fixed at€ 1 000 000/20 =€ 50 000.

By 2010, 20 legal entities registered. The total amount of the fees paid by these co-
registrants covers the total cost of the dossier.

After the first registration deadline, e.g. in 2012, 2 new legal entities, which want to
register in the highest tonnage band, join the joint submission: they pay € 50 000 each.

Hence 2 X€50 000 =€ 100 000 of income.

In parallel to SIEF activities, the JS dossier undergoes compliance check. The outcome
leadstoarequirement for additional work (delivering of additional data and related
assessment work) which is estimated to be € 80 000 for the SIEF (see also section
5.5.4).

Before the next registration deadline of 2013, 3 new legal entities, which intend to
register in the tonnage band 100 - 1000 t/y, join the joint submission, and pay € 25 000
each.

Hence 3 X 25 =€ 75 000 income.

According to the originally agreed mechanism, a reimbursement will be made in 2018
after the last registration deadline:

BALANCE
Income 2010 +€ 1000 000
Income 2012 +€ 100000
Income 2013 +€ 75 000
Dossier costs €-1000 000
Evaluation costs € -80000
Balance +€ 95 000

4> The percentage/proportion of cost allocated to each tonnage band shall be based on objective criteria.
While the price in absolute terms is unpredictable until final registration deadline, the proportion of cost to
be borne by each co-registrant before final reimbursement shall be established in a fair, transparent and
non-discriminatory way.
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It has also been decided to put aside € 10 000 to cover extra additional costs in case of
the need to update the dossier after 2018.

Balance + € 95 000
Updating costs -€ 10 000
Final balance +€ 85 000

Number of legal entities above 1000 Ttonnage band: 22 Number of legal entities within
100-1000 Ttonnage band: 3 Number of reimbursement unit: 22 + 3/2 = 23,5

Value of the reimbursement unit: € 85 000/23,5 =€ 3617
Each legal entity above 1000 T will get back 1 reimbursement-unit: € 3617
Each legal entity within 100-1000 T will get back 1/2 reimbursement-unit: € 1808

NB: The frequency of the reimbursements need to be agreed, ranging from e.g. (i)
every time a new comer joins the joint submission, to (ii) Q1 of each year, to (iii)
after 1 June 2018. In any case, the inclusion in the agreement of a reimbursement
scheme is mandatory and can be waived only by unanimous agreement of all co-
registrants, including future ones.
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6. REGISTRATION: JOINT SUBMISSION

Registrants who agree that their compositional profiles refer to one substance have to
jointly register under REACH (“one substance, one registration” principle). The scope
of the registered substance defines the compositional profiles that refer to one
substance. This is reported in the SIP*® which underpins the inclusion/exclusion criteria
for current and future registrants.

In practice, this means that all parties with registration obligations related to the same
substance need to co-operate (discuss and agree) on their registration strategy (see
sections 3 and/or 4 for more details on SIEF formation and/or the inquiry process).
This includes discussion on the data itself (information on the hazardous properties of
the substance in the form of studies and proposals for testing, its classification and
labelling), but it also covers the joint submission obligation as such, i.e., the obligation
to prepare a joint registration for the information that its required to be submitted
jointly under Article 11(1) of REACH (studies and proposals for testing and
classification andlabellinginformation). At the same time, co-registrants may, if they
agreetodoso, also jointly submitthe CSR and/orthe guidance on safe use.

NB: The “joint submission of data” does not relieve each registrant (manufacturer,
importer or Only Representative) from the obligation to also submit their own
(member) dossier containing the information that is required to be submitted
separately (e.g. information on the compositional profiles of the substance they intend
to register).

NB: The provisions of a joint submission apply to all co-registrants of the same
substance, regardless of whether they have pre-registered (phase-in regime, see
section 3) or inquired (non-phase-in regime or non-preregistered phase-in
substances, see section 4). In particular any early registrants who registered a
substance before the joint submission process took place (i.e. the registrant registered
first and there was no other registrant for the same substance), are required to
update their dossier to join the joint submission at the latest when there are other
registrants for the same substance. The role of the lead registrant is to be agreed
among the co-registrants and can be transferred at any time.

The present section will explain the mechanisms of joint submission and the opt-out
criteriadescribed in REACH. For details on the status and role of the lead registrant,
please consult section 3.2.6 of this Guidance document.

Note: The joint submission obligation applies to all registrants of the same substance
also in case of partial or full opt-out under Articles 11(3) and 19(2) from the
information that is required to be submitted jointly. Exceptionally, registrants of
intermediates may form a separate joint submission in parallel to the joint
submission for the same substance for non-intermediate use. However, this
possibility should be exercised as a last resort, when accommodating intermediate
uses into the ‘standard’ joint submission is not possible. Further information on joint
submission for intermediates is provided in section 6.2 below.

46 See Guidance for identification and naming of substances under REACH and CLP for more details.
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6.1. Mandatory joint submission

The REACH Regulation imposes a requirement for the joint submission of a part of the
Technical Dossier including:

e Classification and labelling of the substance;
e Study Summaries;

e Robust study summaries;

e Testing proposals;

e Indication of whether the relevant information has been reviewed by an
assessor (on a voluntary basis)

The joint submission will be made by a lead registrant elected by the other potential
registrants of the same substance. The registration dossier including the joint
information is submitted by the lead registrant on behalf of the other registrants
using REACH-IT. The submission of the lead registrant dossier is to be made before
the members submit their registrations. Each other potential registrant participating
in the SIEF/joint submission subsequently submits his dossier as a member of the
joint submission. If a registrant uses a Third Party Representative he must mention
in his own registration dossier the contact details of his Third Party Representative.

NB: Registrants have been subject to the joint submission obligation since the entry
into force of the REACH Regulation, i.e. 1 June 2007. Thus, all registrants of the
same substance were required to submit jointly the information for the substance.
Since its entry into force the Implementing Regulation has given ECHA the practical
tools to ensure that all submissions of information regarding the same substance are
part of a joint submission.

Where registrants of the same substance have submitted before the entry into
operation of the Implementing Regulation their dossiers in parallel, i.e. not as part of
one joint submission, all the registrants are non-compliant with their joint submission
obligation as per Articles 11 or 19. These registrants will have to form a joint
submission otherwise none of them will be able to update further their dossier.
Should the negotiations on access to joint submission fail despite every effort having
been made to reach an agreement, the dispute mechanism at ECHA remains
available. In such cases, according to Article 3 of the Implementing Regulation,
ECHA shall ensure that the registrants remain part of the joint submission, including
where an opt-out is submitted in accordance with Article 11(3)(c) of REACH.

6.2. Intermediates

Registrants of the same substance are required to register jointly regardless of the
use (intermediate and non-intermediate). However, due to the reduced information
requirements applicable to intermediates, registrants of intermediates may choose
for practical reasons to either form a joint submission together with the ‘standard’
registrants (*hybrid’ joint submission), or to form a parallel joint submission for
intermediate use only.

In case of *hybrid’ joint submission, registrants of intermediates (with the exception
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of transported isolated intermediates in volumes above 1 000 tonnes per year) which
are largely exempt from the obligation to submit the standard information specified
in Annexes VII to XI (Article 17 and 18(2) of REACH), cannot be forced to share in
the joint submission costs related to the data they don't need (registrants of
intermediates are only required to submit any information available to them for
free). Intermediate registrants might still be required to pay those administrative
costs that relate to the creation and administration of the joint submission as such.
However, it can be reasonably expected that these costs are rather low.

NB: If the registrant of an intermediate is in possession of vertebrate study that
would be relevant for registrants to whom standard information requirements apply,
they are required, in view of the shared obligation to avoid duplication of animal
testing, to share this information and its cost on request

6.3.

Overview of the part of the technical dossier that

must or may be jointly submitted for registration

Table 2: summary of data to be submitted jointly and/or separately

Jointsubmission
= lead dossier (information

specific to the substance)

Compositional profiles defining
the boundaries of the joint
submission for the substance
registered as “boundary
composition” of the substance
records in section 1.2 of the
dossier

10(a)(iv) Classification and
Labelling of the substance as
specified in section 4 of Annex
VI

May be different among
members

Separate submission

= member dossier
(information specific to the
legal entity registering)

10(a)(i) Identity of
manufacturer orimporterofthe
substance as specified in
section 1 of Annex VI

10(a)(ii) Identity of
substance as specified in
section 2 of Annex VI

Joint or separate submission:
decision left to the members
of the joint submission

10(a)(v) Guidance on safe use
of the substance as specified
in section 5 of Annex VI

10(b) Chemical safety
report when required under
Article 14, in the format
specifiedin Annex1.

The relevant sections of this
report may include, if the
registrant considers
appropriate, therelevantuse
and exposure categories
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10(a)(vi) study summaries of
the information derived from
the application of Annexes VII
to XI

10(a)(vii) robust study
summaries of the information
derived from the application of
Annexes VII to XI, if required
underAnnexI

10(a)(ix) Proposalsfor
testingwhere listed in
Annexes IX and X

Optional: 10(a)(viii) Indication
as to which of the information
submitted under Article 10(a),
(iv), (vi), (vii) has been
reviewed by an assessor
chosen by the manufacturer or
importer and having
appropriate experience

10(a)(iii) Information on the
manufacture and use(s) of
the substance as specified in
section 3 of Annex VI; this
information shall represent all
the registrant’s identified
use(s). This information may
include, if the registrant
deems appropriate, the
relevant use and exposure
categories

10 (a)(x) for substances in
quantities of 1 to 10 tonnes,
exposure information as
specified in section 6 of Annex
VI

Optional: 10 (a)(viii) Indication
as to which of the information
submitted under Article
10(a)(iii)

has been reviewed by an
assessor chosen by the
manufacturer or importer and
having appropriate experience

Optional: 10 (a)(viii)
Indication as to which of the
information submitted under
Article 10(b) has been
reviewed by an assessor
chosen by the manufacturer
orimporter and having
appropriate experience

Role and tasks of the lead registrant are addressed in section 3, where the data
sharing process for phase-in substance within a SIEF is described.

6.4.

the joint submission

Opt-out from certain or all information elements of

The overall aim of the joint submission obligation is the submission of one registration
per substance (ideally also covering the intermediate use of the substance).
However, exceptions related to the joint submission of certain information explicitly
set out in Articles 11(3) and 19(2) of the REACH Regulation may apply. While
applying these exceptions, the registrants must remain part of the same joint
submission, regardless of whether some or none of the required information is

submitted jointly.

NB: All information submitted for a given substance, whether jointly or as an opt-out
to the joint submission, forms a set of data describing the hazardous properties of
and the risks associated with the substance. Information submitted as an opt-out is
prioritised for compliance check in accordance with Article 41(5) of REACH.
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6.4.1. Opt-out conditions from joint submission of
certain or all information

Articles11(1)and 19(1) of REACH as recalled by Article 3 of the Implementing
Regulation require the joint submission of studies, testing proposals and classification
and labellinginformation. However, under specific conditions, registrants may havea
justification for opting out from submitting jointly certain information in the joint
registration dossier:

e registrant seeks to protect confidential business information in the specific
study;

e registrants disagree with the selection of information by other co-registrants
to be submitted jointly in the lead dossier, for a particular information
requirement;

e it would be disproportionately costly to submit this information jointly

NB. Any information submitted separately by a registrantin his member dossier on the
basis of Articles 11(3) or 19(2), must be fully justified ineach case. Even in this case,
the registrant still bears the obligation resulting from the joint submission (both as a
member of the SIEF or not, e.g. in case of nhon-phase-in substances) and to share data
which may be requested from him. Additionally the registrant opting-out will use the
joint registration dossier for all other shared information.

The Opt-out can be partial or full. In either case, the registrant is still subject to the
joint submission obligation.

6.4.2. Criteria to justify opt-out of joint submission of
certain or all information

Registrants wishing to submit some information separately are required to:
¢ Belong to the joint submission;
e Submittheir own information to cover the given data requirement;

e Submitaclearand reasoned explanation.
6.4.2.1. Disproportionate costs

Disproportionate costs may arise when a potential registrant already has in his
possession a set of the test data forthe substance. Therefore the joint submission would
cause him disproportionate costs. Disproportionate costs can include cases where a
valid non-testing approach is available and it is more cost-efficient than sharing the
submitted data.

The REACHRegulation does notdefine“disproportionate” costs, thus registrants relying
on this ground to opt-out should provide sufficient explanations in their registration
dossiers. Justification of disproportionate cost cannot consist in business
considerations unrelated to the REACH requirements. In any event, opting out due to
disproportionate costs does not exempt the registrant from fulfilling the information
requirement with his own information.

The Implementing Regulation foresees that a potential registrant can also make use
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of his right to opt-out from the jointly submitted data in case he can ascertain that
he does not need to share vertebrate data. In order to benefit from this option, the
registrant needs to first comply with his data sharing obligations.

This may cover various scenarios:

e aregistrant may benefit from reduced information requirements due to the
applicability of the criteria laid down in Annex III of the REACH Regulation;

e aregistrant is in a position to fulfil vertebrate information requirements with
a non-animal testing method;

e a registrant owns relevant vertebrate data, but other co-registrants being
informed about that fact did not request that information to be shared
(disagreement on the selection of data).

6.4.2.2. Protection of confidential business Information (CBI)

The protection of CBI is addressed in the second opt-out criterion. The case mustbe
based on the commercial loss which would be sustained if such CBI were disclosed by
joint registration. Circumstances will of course vary from case to case, but it would seem
necessary in most cases to demonstrate (1) the route by which confidential information
would be disclosed, (2) how it could cause a substantial detriment if it were disclosed
(3) that no mechanisms can be used oris accepted by the other party/parties (e.g. use of
atrustee) topreventdisclosure.

Examples mightinclude information allowing details of manufacturing methodstobe
deduced (such as technical characteristics, including impurity levels, of the product used
in testing), or marketing plans (test data obviouslyindicating use for a particular,
perhaps novel, application), forexample because thereare only 2 participantsin a joint
submission. The fewer participants inthe joint submission, the more likely it is that CBI
might be released through indications of sales volumes. Although there is no further
quantification in the le- gal text of what constitutes “substantial” detriment, a
registrant seeking to use this opt-out criterion should as a minimum provide an
estimation of the value of the CBI at stake. This might be done by setting out the total
value of business for the product, the proportion potentially affected and the associated
gross margin. If a simple calculation of annual loss is not enough to demonstrate
“substantial” detriment, a further stage mightinclude an estimate of the forward period
over which business might be affected and the consequent calculated net present value
of gross margin lost.

6.4.2.3. Disagreementwiththeco-registrantsontheselection of
information to be included in the lead dossier

Disagreements over choice of information are likely to fall into one of the following
categories.

() Aregistrant may consider the nominated test data is not appropriate to his
substance’s specific application(s). In such a case he would have to provide a
qualitative explanation for his view. This may be the case for example dueto
differences in the physical form in which the product was supplied, the processes
in which it was used, the exposure risks for downstream users, the likelihood of
dispersion during use, the probablefinal disposal routes, and any otherrelevant
arguments.
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(i)  Aregistrant may believe the data proposed for the joint registration is of an
unsatisfactory quality standard. The registrant’s view may also be influenced by
his ownership or otherwise of relevant data and/or the different purposes for which
his substance is used.

(i)  Inthe opposite case to (ii), a registrant might consider the data proposed for use
in the joint registration to be of an unnecessarily high standard (and therefore
excessively costly), at least for his applications. Justification of this opt-out would
be grounded in demonstrating the adequacy of the alternative test data he was
using, coupled with the disproportionate cost to him if he otherwise accepted the
data proposed by the lead registrant.

(iv) Similarly a registrant may disagree with the number of studies submitted for the
same data endpoint, especially in the absence of appropriate scientific
justification or if these studies are redundant to fulfil the endpoint.

Registrantsinvoking any or all of these conditions are required, pursuant to Article
11(3), to“submit, along with the dossier, an explanation as to why the costs would be
disproportionate, why disclosure of information was likely to lead to substantial
commercial detriment or the nature of the disagreement, as the case may be”. Also full
opt-out requires a justification.

6.4.3. Consequences of opting out

An immediate consequence of opting out will be the further administrative work
incurred in justifying the opt-out, and, depending on the reasons cited, the possibility of
further correspondence with ECHA. On the otherhand, disproportionate costs may be
avoided, and confidential businessinformation protected.

However, in case of an opt-out, the registrant will not benefit from the reduced
registration fees linked to the submission of the joint registration.

In addition, dossiers submitted under the opting out provisions will be prioritised by
ECHA in the context of Dossier Evaluation (compliance check, Article 41(5) of
REACH).

6.4.4. Remaining data sharing obligations

The potential registrant is still a member of the joint submission and needs to confirm
his membership of the joint submission. He is still required to respond to requests for
the sharing of test data in his possession.

In cases where the potential registrant considers that sharing a particular study would
lead to disclosure of CBI, he may provide a revised version of the study summary that
omits the confidential elements. However, if the study cannot be validly used without
the confidential elements, it might be necessary to employ a neutral third party
(independent consultant) to evaluate the study and provide an assessment as to the
appropriateness of the confidentiality claims as well as to the utility of the use of the
study in the context of the joint registration.
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6.5. Disputes concerning access to the joint submission

A decision to opt out from part or all the information on hazardous properties of the
substance may lead to disagreements with other co-registrants.

The decision to opt out is always at the discretion of the registrant. However, the
registrant must make sure before submitting his opt-out that he has fulfilled his data
sharing obligations. All co-registrants are obliged to make every effort to reach an
agreement on the joint submission. In case of failure to reach an agreement on the
conditions of the joint submission, the potential registrant may lodge a dispute claim
to ECHA according to Article 3 of the Implementing Regulation, requesting ECHA to
grant him access to the joint submission in order to submit his opt out.

All disputes are subject to the assessment of efforts made to reach an agreement on
the conditions of the joint submission. ECHA ensures that all registrants of the same
substance are part of the same joint submission.

6.6. Information in the registration dossier provided
jointly on a voluntary basis

The part of the registration dossier that may be submitted jointly or separately on a
voluntary basis consists of:

e The Chemical Safety Report (CSR);

e The Guidance on safe use of the substance.

6.6.1. Chemical safety report (CSR)

A Chemical Safety Assessment (CSA) must be performed and a Chemical Safety Report
(CSR) must be completed for all substances subject to registration when the registrant
manufactures orimports such substancesin quantities of 10 tonnes or more per year
(for registrations in tonnage 1-10 tonnes per year or intermediates, a CSR is not
required). The CSR will document that risks are adequately controlled through thewhole
life-cycle of a substance. For detailed methodological guidance on the various steps,
please consult the Guidance on Information Requirement and Chemical Safety
Assessment available at: http://echa.europa.eu/guidance-documents/guidance-
on-information-requirements-and-chemical-safety-assessment.

Also, the duty of carrying out a CSA for a particular use or for certain conditions of use
may shift from the manufacturer orimporter to a downstream user in particular
situations. For details please consult the Guidance for Downstream Users.

The CSA consists of the following parts®’:

e Human health, physicochemical and environmental hazards assessment, as well
as PBT and vPvB assessment;

e Exposure assessment and development of exposure scenario(s), if required;

47 Requirements concerning CSR are laid down in Article 14 of REACH Regulation.


http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
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e RiskCharacterization, ifrequired.

Some confidential data, such asthe uses or processes used, may have to be exchangedin
orderto carry out thisCSA. Thisinformation could be exchangedin a vertical way
(between suppliersand downstream users) or in a horizontal way (between the
manufacturers/importers carrying out the CSA together, forcommon uses).

Anindependent Third Party could be appointed to exchange this information if the
information is considered tobe CBI.

6.6.2. Guidance on safe use of a substance

As required in Annex VI, Section 5, the technical dossier to be submitted for
registration purposes should include the "Guidance on safe use of a substance”. This
Guidance on the safe use needs to be consistent with the information provided in the
extended safety data sheet (SDS) for the substance, where such a safety data sheet
is required according to Article 31. For more details, please consult the Guidance on
Chemical Safety Assessment and information requirements

NB: If a CSRis not required, some confidential data might need to be exchanged to draft
the guidanceon safe use.

It is important for industry to consider working together on the CSR and the
development of exposure scenarios via exposure categories. Working together will
be cost efficient and important for coherence and consistency in performing the CSA.
However, separate submission of the CSR and associated exposure scenarios may be
justified where there are CBI issues and where regular updates of the CSR are
foreseen, since these issues are best handled by individual registrants rather than via
a lead registrant.

6.7. Post registration data sharing obligations

It is important to note that the registrants’ data sharing obligations do not stop once
the joint registration dossier has been submitted. Registrants have further duties which
may entail the need to share data and to continue to make every effort to reach an
agreement.

Hence the data sharing process continues beyond the joint submission of data.

Itis also acknowledged that new registrants may always join the SIEF/existing
registrants at a later stage, e.g. ahead ofthe 2018 registration deadline (for phase-in
substances), or, at any time after the last registration deadline, when they arrive on the
EU marketand manufacture/ import a "new” substance (for which they inquired).
Hence the main responsibility will be on (the representative of the) existing
registrants (and on the “"new comer”) to communicate clearly. Also any registrant who
submitted opt-out data is subject to the data sharing obligation and thus he might be
required to engage in data sharing negotiations with new registrants. The potential
registrant will have to negotiate and agree to the SIEF and/or datasharing
agreements, which are the pre-requisite to entera group of existing registrants.

New registrants may also bring their own existing information, where the joint
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registration dossier has already been submitted. They consequently may refer to
Articles 11(3) or 19(2) and opt-out for the given endpoint. However they still need to
join the joint submission as a member. Alternatively, the existing registrants may
agree to include the new information into the dossier to e.g. improve its quality and will
thus in principle need to adapt the cost sharing calculation to accommodate this factor.

As per the obligations under Article 22, the registrants will have to update the joint
registration dossieras soon as new relevantinformation becomes available.

This may require data sharing and may have an impact on:
- the C&L of the substance;

- the CSR or the safety data sheets if new knowledge of the risks of the substance to
human health and/or the environment become available;

- the need to perform a new test (testing proposal).

The new information might appear as a result of dossier and substance evaluation, of
changes specificto theregistrant such as a new identified use, update of tonnage band
orchange in the regulation itself (new requirement).

Theevaluation of the registration dossier by ECHA (compliance check or the assessment of
atesting proposal) or of the substance by a Member State competent authority may
trigger new requirements (e.g. generation of new data) which would needtobe
addressed among registrants of the substance, and would lead to a request to submit
furtherinformation. As a result agreement on generating and sharing data and costs will
be needed and will lead to an update of the joint submission. Hence data sharing does not
only apply to “existing” studies but also to studies which will be needed for ensuring that
the registrationisand remainscompliantwith REACH. According to the Implementing
Regulation (Article 4(2)) co-registrants shall consider in their cost-sharing model a
mechanism for sharing the costs resulting from a substance evaluation decision (see
section 5). Pursuant to that Regulation, they are also required to consider the
possibility to cover costs of future additional information requirements for that
substance other than those resulting from a potential substance evaluation decision.

Finally, even beyond 1 June 2018, data generated by the registrants may continue to
be protected from unauthorized use by other potential registrants in accordance with
the 12 years rule laid down in Article 25(3) of REACH. Furthermore, a subsequent
registrant may wish to use the submitted information for registration purposes after
1 June 2018. According to Article 2(3) of the Implementing Regulation, costs incurred
for data submitted in the context of the registration needs to be documented for a
minimum of 12 years following the latest submission of the study (“12 years rule”
mentioned earlier in the document and in particular in section 4.6.1).
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7. INFORMATION SHARING UNDER COMPETITION
RULES

7.1. Competition law applying to REACH activities

As it is expressly stated in the REACH Regulation “"this Regulation should be without
prejudice to the full application of the Community competition rules.” (Recital 48),
rules of competition law adopted at EU level (hereinafter “"Competition rules”), may
apply to REACH and all related activities, including data sharing.

This section on the Competition rules is intended to help the REACH actors to assess
the compatibility of their activities for sharing data and information in the context of
REACH.

Additionally, Competition rules can apply to other aspects of REACH related activities.

Data sharing and information exchange may occur at different steps of the REACH

process. This section is only limited to the most common types of questions related
thereto. Furthermore, this section may apply to any form of cooperation that actors
may decide to adopt in order to fulfil their obligations under REACH (see section 8).

NB: REACH actors should always ensure that their activities comply with Competition
rulesirrespective of the form of cooperation they choose.

7.2. EU competition law and Articles 101 and 102 of the
Treaty on the Functioning of the European Union
(TFEU) in brief

EU Competition law is not intended to inhibit legitimate activities of companies. Its
objective is to protect competition in the market as a means of enhancing consumer
welfare. Therefore, agreements between companies or decisions by associations or
concerted practice or abusing behaviours which may affect trade between Member
States and which have as their object or effect the prevention, restriction or
distortion of competition within the common market are prohibited (Articles 101 and
102 TFEU).

Any agreement that infringes Article 101 is void and unenforceable. In addition, in
case of an investigation by the European Commission or by a national competition
authority, companies that have implemented a conduct in breach of Articles 101 or
102 may face significant fines. Such an investigation may be initiated either by the
authority itself; following a complaint by a third party; or following a leniency
application to the competent competition authority of a party to the unlawful
agreement that would like to cease its unlawful activity. The most fragrant example
of illegal conduct infringing Article 101 TFEU would be the creation of a cartel
between competitors (which may involve price-fixing and/or market sharing).

Article 102 TFEU prohibits undertakings holding a dominant position in a market
from abusing that position. In the specific context of registration activities under
REACH, these TFEU provision could cover a variety of conduct and practices that
would either ultimately lead to explicit price coordination between competitors or
allow the co-registrants with more prominent role in the registration process to
obtain some kind of competitive advantage over the co-registrants. An example of a
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situation of concern would be where the co-registrants with more prominent role
(lead registrant, consortium members) impose an excessive cost burden on smaller
competitors®®,

For more information on EU competition issues and related FAQs in context of REACH
registration please refer to the Commission Directorate-General for Competition,
Directorate-General for Internal Market, Industry, Entrepreneurship and SMEs and
Directorate-General Environment document at:
http://ec.europa.eu/growth/sectors/chemicals/reach/about/index_en.htm.

7.3. Exchange of information under REACH and EU
competition law

The REACH Regulation requires the sharing ofinformation between companies“inorderto
increasethe efficiency of the registration system, to reduce costs and to reduce testing
on vertebrate animals” (Recital 33); italso mentionsthat SIEFs are aimed to “help
exchange of information on the substances that have been registered” (Recital 54).

REACH provides for significant flows of information between actors, at various stages
throughoutits implementation process. Examples are:

e forphase-insubstancesinthe pre-registration and the pre-SIEF stage;
e within SIEF (including for classification and labelling);

e duringtheinquiryfornon-phase-inand phase-insubstances, which havenotbeen
pre-registered, inorder to evaluateifasubstance has already been registered;

e inthe context of information to be shared between downstream users and their
suppliers;

e in the context of joint registration.

NB: Actors haveto make surethattheirexchanges do not go beyond whatis required
underREACHina mannerthat would be contrary to EU Competition law, as explained
below.

Firstly, actors must avoid any illegal activity (e.g. creating cartels) when complying
with REACH.

Secondly, actors should restrict the scope of their activity to what is strictly required by
REACH to avoid creatingunnecessary risks of infringing EU Competition law.

Thirdly, if actors have to exchange information which is sensitive under EU Competition
law, thenitis advisablethatthey use precautionary measuresto preventinfringement.

“8 The fact that the potential registrant considers the price charged to be high does not demonstrate that
it is excessive within the meaning of the EU case law on Article 102 TFEU.
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7.3.1. Avoiding misuse of exchange of information
under REACH to conduct cartels

A cartel is an illegal practice (whether or not reflected in a formal or informal
agreement) between competitors who collaborate to fix prices or restrict supply or their
production capacities or divide up markets or consumers and that shield the member of
the cartel from competition.

Examples of activities to be avoided between competitors:
e Fixing the prices of products or conditions of sale;

e Limiting production, fixing production quotas or limiting the supply of products to
the markets;

e Dividing up the market or sources of supply, either geographically or by class of
customers;

e Limiting or controlling investments or technical developments.

NB: Any exchange of information under REACH must not be used by actors to organise or
coverthe operation of a cartel.

7.3.2. The scope of the activities should be limited to
what is necessary under REACH

Itis important to ensure that the exchange of information under REACH is limited to
what is required. Article 25(2) of the REACH Regulation gives examples of information
which must not be exchanged: “"Registrants shall refrain from exchanging information
concerning their market behaviour, in particular as regards production capacities,
production or sales volumes, import volumes or market share.”

Examples of non-public information which must not be exchanged under REACH:

e Individual company prices, price changes, terms of sales, industry pricing policies,
price levels, price differentials, price marks-ups, discounts, allowances, credit
termsetc.;

e Costs of production or distribution etc.;

¢ Individual company figuresonsourcesof supply costs, production, inventories,
salesetc.;

e Information as to future plans of individual companies concerning technology,
investments, design, production, distribution or marketing of particular
products including proposed territories or customers;

e Mattersrelating toindividual suppliers or customers, particularly in respect of any
action that might have the effect of excluding them from the market.

Actors should also refrain from exchanging technical information if this exchange is not
necessary under REACH and especially if this exchange of information may provide
competitors with the ability to identify individual company information and to align their
market behaviour.
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NB: Actors should restrict the scope of their exchange of information strictly to what is
required for REACH activities.

7.3.3. Type of information to be exchanged with
caution

Evenif most of the information to be exchanged under REACH is unlikely to be
problematic under EU Competition law rules (because this information is to the greatest
extent purely scientific or technical and it may not enable competitors to align their
market behaviour) there are instances where actors need to be very careful.

In particular, actors may beinduced to exchange information on individual production,
importorsales volumes. For example, in the context of a joint CSA/CSR actors may want
to know the aggregate volumes of produced and imported substances by exchanging
information onindividual volumes, in orderto estimate the overallimpactonthe
environment. Actors may also want to share REACH-related costs based on their
individual production or sales volumes. In addition, ifan Only Representative, who has to
keep certain information like quantities imported up-to-date, represents several non-EU
manufacturers of a substance, such manufacturers may beinduced to exchange
individual volumeinformation between them through their Only Representative.

Some tips are provided below on how to avoid the risk that the exchange of such volume
information, to the extentthatitis relevant under REACH, constitutes an infringement
of Article 101 TFEU.

7.3.3.1. Reduce frequency of exchange

Exchanges of individual volume information between actors taking place only once or
sporadically (e.g. once every several years) are unlikely to give rise to competition
law concerns to the extent that such exchanges would not allow parties to align their
market behaviour.

NB: Actors should exchangeinformation only onceoronavery sporadicbasis.

7.3.3.2. Reference to bands rather than individual figures when
feasible

The REACH Regulation mentions that "Requirements for generation of information on
substances should be tiered according to the volumes of manufacture or importation
of a substance, because these provide an indication of the potential for exposure of
man and the environment to the substance, and should be described in detail”
(Recital 34), thus indicating the use of tonnage bands.

NB: Actors should refer to their respective tonnage band as defined under REACH and
refrain from exchangingindividual or more detailed volumefigures.
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7.3.3.3. Use of precautionary measures if individual sensitive
information would still need to be exchanged

If under particular circumstances, actors need to either use individual or aggregate
figures (for example at the occasion of carrying out of CSA/CSR) or individual figures
may be otherwise identifiable itis recommendedtouseanindependentthird party
("Trustee”).

Who could be a Trustee? A legal or natural person not directly or indirectly linked to a
manufacturer/importer ortheir representatives. This Trustee may be for example a
consultant, alaw firm, a laboratory, a European/international organisation, etc. The
Trustee will notrepresentany actor, ashe should beindependent, and can be hired by the
members of the joint submission, for example to help for certain activities. Itis
advisable that the Trustee signs a confidentiality agreement that will ensure that the
Trustee undertakes not to misuse sensitiveinformation he receives (i.e. discloseittothe
participating companies oranyone else).

The following activities can be facilitated by a Trustee for competition law purposes:

Produce aggregated anonymous figures: When REACH actors need to refer to the
aggregate of sensitive individual figures, the Trustee will request the actors to provide
their individual input. The input will be collated, checked and aggregated into a
composite return that does not give the possibility of deducing individual figures (e.g.,
by ensuring that there will be a minimum of three real inputs). In addition, no joint
discussion must take place between this Trustee and several actors on the anonymous
or aggregated figures. Questions should be addressed on an individual basis between
each actor and the Trustee, who shall not reveal any other data during such discussion.

Calculation of cost allocation based on individual figures for cost sharing: Where actors
decide that all or part of their cost sharing should be based on theirindividual figures (e.g.
sales or production volumes) or where individual figures may be identifiable, the
Trustee will request from each actor to provide the relevant confidential individual
information. He will then send to each actor an invoice corresponding to their
particular amount. Only the receiving company would see their particular share of the
total amount to be paid.

Companies need to send sensitive individual information to the authorities, without
circulating it to the other actors: The Trustee would produce a non-confidential version of
the same document for the actors or the public that shall not contain sensitive
information.

7.4. Excessive pricing

Depending on the circumstances, co-registrants with a more prominent role (e.g. lead
registrant, consortium members) may be considered to be in a dominant position,
e.g. with regards to the provision of the LoA concerning a particular substance. This is
not in itself unlawful, but applying Article 102 TFEU, a firm that hold a position has a
special responsibility not to allow its conduct to impair competition in the Internal
Market. The concept of abuse is an objective one and there is no need to prove fault
or subjective intent on the part of the dominant firm to abuse its position.

If a dominant firm charges excessive prices for essential inputs such as the LoA, this
could be considered abusive within the meaning of Article 102 TFEU. In order for
prices to be considered excessive, (i) the difference between the costs actually
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incurred by the Lead Registrant and the price actually charged for the LoA must be
excessive; and (ii) the price must be either unfair in itself, or unfair when compared
to the prices charged for comparable LoAs (the United Brands test*®). The fact that
the potential registrants consider the price charged to be high does not demonstrate
that it is excessive within the meaning of the EU case law on Article 102 TFEU.
Excessive prices for LoAs might eventually lead to the exclusion of smaller
competitors (foreclosure) or might discourage new entrants on the relevant product
market.

7.5. Recommended tips for reach actors when working
together

Before entering into an exchange of information under REACH
ensure you have read and understood this guidance and that you
Competition will apply it.

compliance
In case of doubt, or questions, please seek advice (e.g. from a legal
advisor).

Prepare agendas and minutes for conference calls or meetings

Reco_rd which accurately reflect the matters and discussions held between
keeping

actors.

Limit your discussion or meeting activities to the circulated agenda.

Protest against any inappropriate activity or discussion (whether it
Vigilance occurs during meetings, conference calls, social events, or when

working via electronic means - for example using a dedicated
intranet). Ask for these to be stopped. Disassociate yourself and
have your position clearly expressed in writing, including in the
minutes.

NB: This section does not intend to substitute the applicable competition law provisions,
as these have beeninterpretedbythe European Courts, and applied by the European
Commissionandthenational competition authorities. Thisguidanceisonly designedto
allow REACH actorsto make a preliminary assessmentoftheirconductunderEU
Competition law.

This Guidance is designed in a generic way and thus does not and cannot cover all the
different scenarios that may arise from data-sharing obligations provided by REACH.
In case of uncertainty, ECHA would recommend to seek legal advice from a lawyer
specialised in competition law.

49 Case 27/76 United Brands, paragraph 252.
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7.6. Remedies to report anticompetitive practices

As far as competition enforcement is concerned, national law and EU law operate in
parallel. If the practices in question have an effect on intra-EU trade, EU competition
rules will be applicable®.

The European Commission, National Competition Authorities and national courts are
all empowered to apply EU competition rules. The main rules on procedure, including
those on case allocation between the Commission and National Competition
Authorities, are set out in Council Regulation 1/2032°%,

If, having regard to these procedural rules, it appears that the European Commission
is well placed to act, a complaint can be filed. An explanation can be found at the
following address: http://ec.europa.eu/competition/contacts/antitrust_mail.html

It should be noted that unlike national courts, the European Commission does not
have the power to award damages to firms that are victims of a breach of the
competition rules.

For more details on the prohibition of antitrust behaviours, please consult the relevant
webpage of the European Commission - Directorate General Competition, atthe
followinglink: http://ec.europa.eu/competition/index en.html.

%0 For further information, please consult the Commission Guidelines on the effect on trade concept
contained in Articles 81 and 82 of the Treaty, O] C 101 of 27.04.2004.

51 Council Regulation (EC) 1/2003 of 16 December 2002 on the implementation of the rules on
competition laid down in Articles 81 and 82 of the Treaty OJ L 1, 04.01.2003, p.1-25.


http://ec.europa.eu/competition/index_en.html
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8. FORMS OF COOPERATION

As described above, potential registrants are free to organise themselves in order to
meet (1) their SIEF objectives (data sharing and classification and labelling) and (2) the
joint submission of data (both for phase- inand non-phase-in substances) asthey see
fit. Indeed, a SIEF initself has no prescribed legal form. Also, the REACH Regulation does
not define the way participants to a SIEF must cooperate to meet their obligations, nor
does it regulate possible forms of co-operation between them for SIEF or other purposes.

8.1. Possible forms of cooperation

There are several possible forms of cooperation that companies can chose to organise
their cooperation under REACH. The forms of cooperation can vary from loose ways of
cooperating (e.g. ITtools to communicate between all members of a joint submission) to
more structured and binding models (e.g. consortia created by means of contracts).
Other examples of forms of cooperation may be envisaged - forexample:

e one manufacturer provides a full data set to the other manufacturers in a SIEF
who are invited to share this data set via a simple letter of access;

e tasks can be shared equally between all SIEF members;

e SIEF members can agree that one SIEF member or a smaller group of the
SIEF members take(s) a leading role;

e SIEF members can agree to hire a consultant to manage the SIEF and assist
them in preparing the joint registration °?;

e Combined approaches are also possible. For example a SIEF member could
take responsibility for the administrative or management aspects, while a
consultant takes on the responsibilities and tasks related to the more technical
or scientific aspects.

Some industry associations already host dedicated REACH groups, trustees or
consortia for groups of substances which could be related or similar. They may be
willing to add new substances to the scope of their activities or provide an
opportunity for read-across of data. The first step is to contact them for substance
sameness discussions>-.

Itis often presented that “consortium” must be formed (or consortium agreements
signed) to organise data sharing and the joint submission of data. Thisis not the case. It
is not mandatory to form or be part of a consortium even if in certain cases (some)
registrants may agree about the need to form one. Consortium formation does not
replace a SIEF. Participation in a SIEF is mandatory whilst membership of a

52 Advice is provided in the “Checklist to hire a consultant” on ECHA's website at
http://echa.europa.eu/en/about-us/partners-and-networks/directors-contact-group.

53 The cContact details of the industry associations that are ECHA's accredited stakeholder organisations are
available on ECHA's website. http://echa.europa.eu/about-us/partners-and-networks/stakeholders/echas-
accredited-stakeholder-organisations.



http://echa.europa.eu/en/about-us/partners-and-networks/directors-contact-group
http://echa.europa.eu/about-us/partners-and-networks/stakeholders/echas-accredited-stakeholder-organisations
http://echa.europa.eu/about-us/partners-and-networks/stakeholders/echas-accredited-stakeholder-organisations
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consortium is entirely voluntary.

Even if neither the use of a full “consortium agreement” nor the use of another
formal, written cooperation agreement (e.g. SIEF agreement®*) is legally required by
REACH, it is advisable that, whatever the form of the cooperation chosen, the parties
agree in writing (this can be by means of a contract but also even by email) on the main
rules of data sharing, on the ownership of the studies jointly developed and onthe
sharing of costs. Even in cases when a consortium (or any other form of cooperation)
is created, it is not mandatory for all existing and potential registrants of the same
substance to be part of it. Registrants can decide to fulfil their data sharing
obligations without being formally part of any consortium. Registrants have in any
case the obligation to reach an agreement to share the necessary data regardless of
their participation to a specific form of cooperation.

In some situations a consortium agreement, which may potentially cover one or
more substances, or a less formal cooperation agreement could be established
between core/lead members of the SIEF, actively involved in the preparation of the
joint submission. In these cases non-core or new members will enter into specific
agreements with the consortium or the “SIEF leadership team” in order to fulfil their
data sharing obligations.

In practice, a potentially wide array of bilateral agreements could be established
within the same SIEF, between different SIEFs or with external data holders to grant
and clarify ownership, reference and access rights to data. It is recommended that
data sharing with non-SIEF parties is centralised. If a SIEF needs to use data which
is not owned by a SIEF member, an agreement from the data owner is required. This
agreement may be a specific Letter of Access (LoA) or a Licence to Use. This
agreement is separate from the data-sharing agreement among the SIEF members.
It is recommended that such an agreement is valid for all co-registrants including
future ones. This would allow co-registrants to use the data without having to
individually negotiate access to it.

8.2. What is a consortium?

For the purpose of this document, the term “consortium” will be used to refer to a
more organised and formal type of cooperation between parties, implying either a
signed agreement or the adoption of operating rules, or reference to an agreed set of
general rules.

Importantly, SIEFs and consortia are two different concepts and must be clearly
differentiated. A SIEF regroups all pre-registrants of the same substance (and other
data holders where relevant) and participation to a SIEF is mandatory for SIEF
participants under REACH. However, a consortium is voluntary and may not
necessarily regroup all participants of a particular SIEF, but can regroup only some of
them or participants of more than one SIEF.

REACH actors may decide to create a consortium at any stage of the REACH Process,

5 While the SIEF agreement is optional, a formal data-sharing agreement is mandatory and should
include at least information about the substance sameness criteria, scientific dossier content (intrinsic
properties of the substance), the method of calculating the cost-sharing and information on the
reimbursement scheme and future costs.
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e.g. either before pre-registration, to ease the process of checking the identity and
sameness of a substance with a view to the formation of a SIEF, or afterwards.

When a SIEF has been formed, participants in that SIEF who need to fulfil the
obligations of the REACH Regulation would necessarily have to co-operate to reach
this aim. The facilitator, or any other participant in a SIEF and its related virtual
forum, may propose to the others a means of working together through “formal
cooperation” and signing of a consortium agreement, or by adopting common rules.
This proposal for a chosen form of co-operation could be made by the SIEF
Participants on their own, or by asking for the services and assistance of a Third Party
such as a trade association, a sector association, a consultant, a law firm or any other
service provider.

By eithersigning the consortium agreement, oraccepting SIEF operating rulesby a
decisioninameeting, or deciding to refer to a common agreed set of rules (hereinafter
only referred to as an “agreement”), participants in the agreement will de facto ‘create
the consortium’. There is no need to have any additional formalities. It should be noted
that when a consortium is created by a trade association or a law firm it should not be
confused with that body, and must be distinctly differentiated from it.

Some companies may also already be organised by having, for example, either a
sector group or a consortium preparing the work to be ready for REACH. In this case,
they may decide either to continue their cooperation within the same structure, or to
create a new parallel structure, or to have any other pattern for cooperating.

NB: Thelife of a SIEF may involve one or more pattern(s) of co-operation but these are
only to be considered as facilitation. Consortium formation does not bring the SIEF to an
end. The SIEF continues to exist at least until 31 May 2018 as specified in the REACH
Regulation. Also, a consortium may continue after the SIEF ends.

8.3. Examples of cooperation

Co-operation by way of consortia to achieve effectiveness of the SIEF, once itis formed,
may take different forms.

A few examples are given below:

ExampleO:

The SIEF functions with no consortium: after agreement on the substance
identification, the lead registrant and main data owners organise themselves without
creating a consortium.

Bilateral agreements may be established between the lead registrant (or a “SIEF
leadership Team”, see also example 9) and each co-registrant to regulate the
reference rights to the data in the joint submission.

Examplel:

Companies having pre-registered decide to cooperate by way of a consortium for the
discussion on the identity check and the sameness of the substance. Oncethe SIEFis
formedthey may decide to pursue their activity with the same consortium (which may
need to be modifiedif needed, e.g. regarding its composition). Oncetheysignthe
consortium agreement, theconsortiumiscreated.
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Pre-registration

Cs SIEF

Pre-registration

Example 2:

The Companies having pre-registered decide to cooperate for the discussion on the
identity check and the sameness of the substance but not by immediately creating a
consortium. They first meet and sign a pre-consortium agreementincluding appropriate
confidentiality clauses. Oncethe SIEFis created, they decideto create a consortium.

Pre-registration SIEF is formed SIEF

Example 3:
Participants in a SIEF decide to form a unique consortium.

SIEF

Example4:

Participants in a SIEF may decide to constitute two or more consortia and to organise the
cooperation regarding data sharingamongst these consortia (e.qg. if different
classification and labelling are foreseen for a substance with the same numerical
identifier). Companies of both consortia are required to cooperate to meettheirdata
sharing and joint registration obligations under REACH.
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SIEF
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Example5:

Acompany oragroup of companies (participantsina SIEF) decide(s) tostay outsidea
consortium. Insuch a scenario, the companies that do not belong to the consortia and
the companies that do belong to the consortia must cooperate regarding data sharing
and joint submission (the principles of data sharing within a SIEF described above

apply).

SIEF

— T " T

/// one \\\

t\ Cs ) « | )
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Example6:

Manufacturersand importers who are members of a SIEF decide to form a consortium.
Data holders (DH) also decide to form a consortium to cooperate between themselves
and with the consortium.

SIEF

—

(

\i

)

of DHs |

_

Example7:

Two SIEFs - with three consortia decide to co-operate for specific purposes e.g. read-

acCross.
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SIEF SIEF

N C — )
\/ N \/

\ /

Example 8:

A major consortium may also be created (e.g. for a family of substances) for companies
to participatein several, butdifferent SIEFs.

/\ CS (Consortium) >
SIEF SIEF SIEF SIEF
Example9:

The participants in a SIEF may decide to operate different strategies other than creating
consortia. Following the pre-registration and the identification of the SIEF members and
their level of involvement, a few participants have volunteered to work together with
the lead registrant on the preparation of the dossier on behalf of the SIEF. The SIEFis

informed and agrees to grantthem permission to take decisions and to assign resources.

They commit to monitor and report on progress and deliverablesin regard to the
preparation and thesubmission oftheregistration dossier. They will also handle general
SIEF managementissues. These companies form what can be called a “"SIEF
Leadership Team” (SIEF LT) without any formal consortium agreement. The limited
number of members of this leadership team (e.g. 4-5) makes this choice more efficient
than the creation of a consortium.

Basic contractual arrangements between the members of the SIEF Leadership Team
are still recommended via a simplified contract.
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SIEF

\

| Company A | | Company C |

W

. Company B |
N

8.4. Elements of cooperation that may be included in a

consortium’s activities

Conduct and/or document the substance identity check;

Designation in a SIEF of the facilitator or the lead registrant (in cases where
the consortium groups all SIEF members);

Organisation of co-operation and thus of the consortium;

Consideration of data (existing data, missing data, new data to be developed);
Defining of data to be shared;

Facilitation of data-sharing and coordination;

Data valuation, data evaluation (including identification, data access and
collection);

Facilitation of cross-reading between SIEFs;

Organization to preserve the confidentiality of business information and data;
Cost sharing;

Data ownership;

Preparation of letter(s) of access to data for non-consortium participants;
Liability;

Classification and labelling.

Post-data sharing: joint submission of data, joint registration, and maintaining
the life of the SIEF/joint submission/consortium even after the joint registration
- jointly to follow-up the file until final registration/ evaluation, including
interacting with ECHA.

Parties may also decide to have a consortium only to achieve together either some
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activities before the SIEFs, or the two aims of the SIEF>® or to maintain it for the full
duration of the SIEF as specified in the REACH Regulation orevento maintain the
consortium beyond this period in case, for example, they need to collectively respond to
some queries on their substances.

8.5. Categories of participants in a consortium

As mentioned above, thereis also no need for the membership of a consortium for SIEF
purposes to coincide exactly with the participants in a SIEF. The following categories of
participants may be considered to be members of a consortium/cooperation agreement
(thislistis not exhaustive):

A)  Categories strictly deriving from a SIEF:

. Manufacturer(s);

. Importer(s);

. Only Representative(s);

. Data holder(s) who are willing to share data: forexample laboratories,

organisations, consultants, trade/ industry associations or downstream
user(s) ifthey have relevantinformation, for example study data and
exposure data.

B) Other categories may be considered, such as:

. Downstream user(s), in cases other than those mentioned in (A);

. Third Parties providing services and assistance to a consortium such as
trade/industry associations, sectoral associations, service providers, and
law firms;

. Non-EU manufacturer(s) who are also willing to participate directly, and

not only through their EU Only Representative, although not being
entitled to register directly;

. Potential manufacturersandimporters who according to Article 28(6) are
considered underthe REACH Regulation as potential registrants.

Different categories of membership with different rights and obligations
associated with these categories maybedesignatedandincludedintheconsortium
agreement. Forexample:

. Full members;
. Associate members;
. Observers (either as Third Parties or not).

55 See section 3.2.2.
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8.6. Typical clauses that may be included in a consortium
agreement

The following list of clauses is to be considered as a non-exhaustive checklist:

1. General Information | Identity of each party
Contact details

Preamble: including a reference to the REACH Regulation and a
declaration of intent to explain the overall purpose of the
consortium

Scope of cooperation: the substances(s) on which the parties will
co-operate. It may also include the criteria chosen to agree on
the identification of the substance(s)

Subject of the agreement: list of elements of cooperation or
tasks on which parties have elected to work

Definitions: general reference to the definitions included in the
REACH Regulation (Article 3) and additional definitions, if any

Duration

Identity of an independent third party: if the parties elect to
have assistance from a law firm, service provider, sectorial or
trade association in managing their consortium

2. Membership Membership categories: definition, rights and obligations of
each category Membership rules: admission, revocation,
dismissal of members

Changein membership: late entrant / early departure

3. Data sharing Rules on data sharing

Criteria for valuation of studies / test reports Cost sharing
criteria

Data Ownership
Letter of access

4. Organisation Committees: (membership, attendance, rules of functioning,
quorum, voting ...) Working language

Role of the facilitator, if any

Role of the lead registrants, if any; Role of independent third
party, if any

5. Budget and finances | Budget

Apportionment - follow-up of registration (additional members
to the joint submission)

Financial year
Invoicing and payment, reimbursement
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6. Confidentiality and Confidentiality clause
right of information Who is entitled to access information?

Measures in place regarding the exchange of confidential and
sensitive information

Sanctions in case of breach

7. Liabilities Before and after the obligations under REACH are fulfilled

8. Miscellaneous Applicable law

Dispute resolution / settlement or choice of jurisdiction Changes
to the agreement

Dissolution

NB: All the above applies to potential registrants of both phase-in (SIEF members) and of
non-phase-in substances/phase-in substances whichwerenotpre-registered.
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CONFIDENTIAL BUSINESS INFORMATION (CBI)

The REACH Regulation requires companies to share information and data in order to
avoid duplicate testing. However some of this information, or data, may be
considered by companies to be confidential business information (CBI) and needs to
be “protected”. Whether certain information is CBI needs to be determined on a case-
by-case basis.

NB: Itisimportant to not confuse CBI issues with competition rules (see section 7
above) which refers to situations where the sharing of information is likely to lead to
distortion of competition.

8.7. What is confidential business information?

Confidential businessinformation (CBI) is one of the valuable assets of companies.
Measures may havetobe taken to protect this asset.

Many countries have comparable, although slightly different, definitions of CBI. For
instance Article 39(2) of the World Trade Organization (WTO) Agreement on Trade-
Related Aspects of Intellectual Property Rights (TRIPs), defines CBI as follows:

a. is secret in the sense thatitis not, as a body orin the precise configuration and
assembly of its components, generally known among or readily accessible to
persons within the circles that normally deal with the kind of information in

question;
b. hascommercial value becauseitissecret; and
C. has been subject to reasonable steps under the circumstances, by the person

lawfully in control of the information, to keep it secret.

8.8. Are there specific provisions on CBI in REACH?

References to the CBI concept are madein several Articles of REACH, which demonstrate
that the protection of CBI is a legitimate interest that may require some protection.

Article 118 relates to “Access to Information” held by ECHA. Article 118(2) specifically
refers to information the disclosure of which “shall normally be deemed to undermine
the protection of the commercial interests of the concerned persons”. This includes
details of the full composition of a mixture; precise use, function orapplication ofa
substance or mixture; precise tonnage of substances and mixtures; links between a
manufacturer orimporter and downstream user.

Article 10(a)(xi) and Article 119(2) allow a party submitting certain information to
request confidential treatment of that information. The party submitting the
information must submit a justification (confidentiality claim) that has to be accepted
by ECHA, as to why publication of this information is potentially harmful to their
commercial interests or of any other involved party.

Article 11(3)(b) and 19(2)(b) allow registrants to ‘opt-out’ from the joint submission of
data (only for individual endpoints) “if submitting the information jointly would lead to
disclosure of information which he considers to be commercially sensitive andis likely to
cause him substantial commercial detriment”.
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8.9. Protection of CBI at late pre-registration

Theinformation required to be submitted to ECHA at (late) pre-registration has been
partially made public since 1 January 2009.

Indeed ECHA published a listof substances pre-registered containing only the substance
identifier (EINECS numbers, CAS humber orother numerical identifiers) and the first
envisaged registration deadline. This publication raises, therefore, no issues of
confidentiality.

In case a potential registrant does not want to be visible to other potential registrants,
he has the option to appointaThird Party Representative, according to Article 4 of the
REACH Regulation. In that case, itis the identity of the Third Party Representative that
will be visible to other potential registrants. Data holders may also appoint a third
party to represent them in their dealings with the SIEF if they want to maintain their
identity confidential.

Companies with a number of subsidiaries in the EU may name one of their companies
as Third Party Representative. This will preclude information on which substance is
produced by which subsidiary becoming known to other potential registrants.

NB: Potential registrants wishing to keep their identity secret towards other potential
registrants should nominate a Third Party Representative at pre-registration or inquiry
via REACH-IT. Should there be a need to keep the confidentiality of the name, the
confidentiality claim needs to be made at the stage of registration, and will be
assessed by ECHA.

8.10. Protection of CBI during SIEF formation

As mentioned in section 3 of this Guidance document, before a SIEF is formed,
potential registrants must ensure that they are producing or importing the same
substance in accordance with the criteria set out in the Guidance on identification
and naming of substances in REACH and CLP with the aim to ascertain that they can
submit one joint registration dossier. This may in some cases require the exchange of
detailed technical information on the composition of the substance, its impurities,
and possibly on the manufacturing process. The latter may include the raw materials
used, the purification steps etc.

To the extent that this technical information is considered CBI companies may take
steps to protect the confidentiality thereof, for instance by:

1. Entering into confidentiality agreements that limit access to documents or
other information to specific named persons, or departments, e.g. only the
persons working within a regulatory section are allowed to see certain
information. This can be strengthened by using additional personal
confidentiality agreements.

2. In addition to (1), by allowing access to certain documents in a ‘reading
room’ only (where copying is not allowed).
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3. In addition to the above, by agreeing to have certain documents reviewed
and/or assessed only by a third party expert (independent consultant) or a
trustee.

NB: As a minimum, potential registrants who intend to protect the CBI character of
substance identity information should specify to the other SIEF members that this
information isindeed CBI and, therefore, thatitis communicated and can be used only
for purposes of the verification of substance identity under REACH.

8.11. Protection of CBI in the SIEF/joint submission

The scientific studies that companies must share under REACH for the purposes of
registration generally do not contain information that can be considered as CBI.
However, to the extent that compliance with the data sharing and joint submission
provisions involves disclosure of CBI, parties may enter into a confidentiality
agreement, may make available non confidential versions of the documents that
contain CBI, or may appoint an independent third party to gather the information
and prepare the registration dossier.

When this is not deemed sufficient, a registrant can opt-out for some individual
endpoints and submit the robust study summaries, in hismember dossier, so asto
preserve his confidential information. However, the party opting out is still part of the
joint submission and is still bound by his data sharing obligations under REACH.

8.12. Protection of CBI in the submission of the
registration dossier

When submitting a registration dossier to ECHA, the registrants must identify the
information they consider confidential, as perArticle 119, and for which they request
non-disclosure on the ECHA website.

NB: Information which is covered by REACH Article 119(1) cannot be claimed as
confidential and any such claims will be disregarded. The information covered by
REACH Article 119(1) will always be made publicly available on the ECHA website, in
accordance with REACH Article 77(2)(e).

Inaccordance with Article 10(a)(xi), the request to keep information confidential must
be accompanied with a justification as to why the publication of such information could
be harmful.

This applies to:
¢ Information whichiscovered by REACH Article 119(2);

e Information for which confidentiality was previously granted under Directive
67/548/EEC - for this previous notifiers need to update their dossier indicating
which information they wish to keep confidential;

e Any information claimed as confidential which is not covered by REACH Articles
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119(1) and (2): in this case the justification may be a short sentence
expanding on the confidentiality claim flag type - ‘CBI’, 'IP’ or ‘No PA’(e.g. CSR).

To assist registrants a standard justification template has been made available
within IUCLID itself. Note also that for confidentiality claims foran IUPAC name (which
have not been previously granted under Directive67/548/EEC) an adequate publicname
mustalsobe provided.



176 Guidance on data sharing
Draft Version 3.0 (Public) - April 2016

ANNEX1 Dataexchangeform

DATA EXCHANGE FORM

Name of legal
entity

Contactname
Contactdetails
Identity of substance

Tonnage of dossier

Test number REACH Column1 Rating | Data availability

Annex Standard Information
requirement

Estimated Complete My company | Reference | Language Identity of

Klimisch study has access todata in of the substance for

rating report (my | to complete open report read-across
company is | study report | literature approach
owner)

Physicochemical properties — Tonnages 1-10 tpa and 10-100 tpa

7.1 VII Stateofthesubstanceat20° Cand
101,3kPa
7.2 VII Melting/freezing point

7.3 VII Boiling point
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Test number

Column 1
Standard Information
requirement

DETCENETELT114Y

7.4

7.5

7.6

7.7

7.8

7.9

7.10

7.11

7.12

7.13

7.14

VII

VII

VII

VII

VII

VII

VII

VII

VII

VII

Vil

Relative density

Vapourpressure

Surfacetension

Water solubility

Partition coefficient n-octanol/water
Flash-point

Flammability

Explosive properties

Self-ignition temperature

Oxidizing properties

Granulometry

Mammalian toxicity — Tonnages 1-10 tpa and 10-100 tpa (at 1-10 tpa, consider also the Annex III requirements)

8.1.

8.1.1

8.2.

VII

VIII

VII

Invitro skinirritation or skin
corrosion

In vivo skin irritation

Invitro eyeirritation
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8.2.1 VIII In vivo eye irritation

8.3 VII Skin sensitisation

8.4.1. VIL Invitro gene mutation study in bacteria
8.4.2. VIII Invitro cytogenicity study inmammalian

cells or in vitro micronucleus study

8.4.3. VIII In vitro gene mutation study in
mammalian cells (if negative result in
8.4.1. and 8.4.2.)

8.4. VIII In vivo mutagenicity tests (if positive
result in any in vitro tests)

8.5.1. VII Acute toxicity by oral route

8.5.2. VIII Acute toxicity by inhalation

8.5.3. VIII Acute toxicity by dermal route

8.6.1. VIII Short-term repeated dose toxicity study

(28-day) by the most appropriate route
of administration

8.7.1. VIII Screening for reproduction/
developmental toxicity

8.8.1. VIII Assessment of toxicokinetic behaviour
(based on relevant and available
information)

Ecotoxicity/Environmental fate — Tonnages 1-10 tpa and 10-100 tpa (at 1-10 tpa, consider also the Annex III

requirements)

9.1.1. VII Short-term toxicity testing in
invertebrates (Daphnia preferred)
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9.1.2. VII Growth inhibition study in aquatic
plants (algae preferred)

9.1.3. VIII Short-term toxicity testing on fish

9.1.4. VIII Activated sludge respiration inhibition
testing

9.2.1.1. VII Ready biodegradability

9.2.2.1. VIII Hydrolysis as a function of pH and

identification of degradation products

9.3.1. VIII Adsorption/desorption screening study

Physicochemical properties — Tonnages 100-1000 tpa and > 1000 tpa (some tests require a testing proposal)

7.15 IX Stability in organic solvents and
identity of relevant degradation
products

7.16 IX Dissociation constant

7.17 IX Viscosity

Mammalian toxicity - Tonnages 100-1000 tpa and > 1000 tpa (require a testing proposa

8.6.2. IX Sub-chronictoxicity study (90-day) by
the most appropriate route of
administration

8.6.3. X Long-term repeated toxicity study
(= 12 months) (exposure/use driven)

8.6.4 X Further studies if a particular concern
exists
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8.7.2. IX Pre-natal developmental toxicity study,
first species (rat preferred)

8.7.2. X Pre-natal developmental toxicity study,
second species, rabbits (if rat was first
species)

8.7.3. IX - X Extended One-Generation Reproductive

Toxicity study

8.7.3. IX - X Two-generation reproduction toxicity
study (only accepted if was performed
before March 2015)

8.9. X Carcinogenicity study (exposure/use
driven)

Other studies (to be listed below):

Ecotoxicity/Environmental fate- Tonnages 100-1000 tpa and > 1000 tpa (some tests require a testing proposal)

9.1.5. IX Long-term toxicity testing in
invertebrates (Daphnia preferred)

9.1.6. IX Long-term toxicity testing in fish (Fish
early-life stage (FELS) toxicity test
preferred)

9.2.1.2. IX Simulation testing on ultimate

degradation in surface water

9.2.1.3. IX Soil simulation testing
9.2.1.4. IX Sediment simulation testing
9.2.1. X Further biotic degradation testing

9.2.3. IX Identification of degradation products
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9.3.2. IX Bioaccumulation in aquatic species
(preferably fish)

9.3.3. IX Further information on adsorption/
desorption

9.3.4. X Further information on environmental

fate and behaviour

9.4.1. IX Short-term toxicity to invertebrates

9.4.2. IX Effects on soil micro-organisms

9.4.3. IX Short-term toxicity to plants

9.4.4. X Long-term toxicity testing on
invertebrates

9.4.6. X Long-term toxicity testing on plants

9.5.1 X Long—_term toxicity to sediment
organisms

9.6.1 X IBQr(Ijg—term or reproductive toxicity to

irds

Other studies (to be listed below):

Exposure Data

Emissions to water

Emissions to soil
Emissions to air

Occupational exposure in manufacture
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Occupational exposure in use
Consumer exposure

End of life
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ANNEX 2 Listofreferencedocuments mentioned inthe

guidance

Reference document

mentioned in the
Guidance

Guidance on Registration

(http://echa.europa.eu/quida
nce-documents/guidance-on-
reach)

Manuals on preparation of
REACH and CLP dossiers

(http://echa.europa.eu/manu

als)

REACH-IT Q&As

(http://echa.europa.eu/supp
ort/gas-support/gas)

Fact sheet SIEF Formation
and Data sharing
(http://echa.europa.eu/requl
ations/reach/registration/dat
a-sharing)

Practical Guide on how to
report read-across and
categories

(http://echa.europa.eu/web/
guest/practical-guides)

Guidance on IR&CSA

(http://echa.europa.eu/guida
nce-documents/guidance-on-
information-requirements-
and-chemical-safety-
assessment)

Relevant sections and topic in the Guidance on data
sharing

1.2.2 - Definition of phase-in and non phase-in status
3.1.1 - Duties and role of OR and definition of legal entity
3.1.7 - Calculation of tonnage band

3.3.3.5 - Consideration of information requirements for
phase-in substances

4.3 - Information on legal entities who could inquire

4.7.2 - Consideration of information requirements for non-
phase-in substances

Technical details on how to prepare dossiers for different
REACH and CLP purposes.

3.1.5 - Manage information submitted for pre-registration

3.1.6 - Establishment of a SIEF
3.2.1 - Pre-SIEF page and available information

3.2.7 - Use data on structurally related substances to fulfil
data gaps

3.2.7 - Reading data across different substances
3.3.3.4 - Evaluation of information for registration and
chemical safety assessment purposes

3.3.3.7, 4.7.6 — Generation of new information on phase-
in and non phase-in substances

6.6 — Information on CSR which may be jointly or
individually submitted
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Reference document Relevant sections and topic in the Guidance on data

mentioned in the sharing
Guidance

Guidanceonthe Application of | 3.3.4 - Classification and Labelling and joint submission
the CLP criteria

(http://echa.europa.eu/web/
guest/quidance-
documents/guidance-on-clp)

Q&As on Data sharing and 3.4, 4.9 - Data sharing disputes
related disputes
(http://echa.europa.eu/qga-
display/-
/gadisplay/5s1R/view/REACH
/datasharing)

Q&As on inquiry 4.6 —Outcomes of an inquiry

(http://echa.europa.eu/supp
ort/gas-support/gas)
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ANNEX 3 Cost itemisation

Itemisation of costs to be shared is a requirement according to the Implementing Regulation (EU) 2016/9. This is described in section 5 of
this guidance.

The following table provides an example of possible cost items to be considered in a data sharing agreement. It is a non-exhaustive list of
examples of budget lines used by co-registrants to itemise their data and administrative costs.

Data costs typically refer to costs of fulfilling the information requirements applicable to the registrant. Administrative costs are defined as
those costs resulting from the creation and management of the data-sharing agreement and the joint submission of information between
registrants of the same substance.

Cost item type
(related to
data/studies or
related to
administrative
work)

Cost item

Note: Both data cost and administrative cost are to be shared in relation to the information requirement

Literature search and data gap Data More or less detail can be retrieved on the cost of each information source and
analysis (data identification, data review, quality assessment, and other tasks covered by this item.
purchase, data assessment, etc.)

Data gap filling strategy (data Data More or less detail can be retrieved on the cost of each information source and
use or reference rights, testing, data gap filling task covered by this item.

read-across and grouping
justification, testing proposals,
waivers, etc.)

Physico-chemical properties and Data May include tests, expert judgement, etc.
classification

Toxicological assessment and Data May include testing or alternative to testing, development of grouping and read-
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Cost item type
(related to
data/studies or
related to
administrative

Cost item

work)

refinement (e.g. additional
testing), including human health
hazard assessment and
classification

Ecotoxicological hazard
assessment and refinement (e.g.
additional testing), including
environmental hazard and fate
assessment and classification

Guidance on safe use, safety data
sheets, preparation and review
and updates of exposure
scenarios for communication

Performance of the chemical
safety assessment and
preparation of the Chemical
Safety Report.

IUCLID hosting and completion
costs

Data

Data

Data

Data /
Administration

Note: Both data cost and administrative cost are to be shared in relation to the information requirement

across justifications, expert judgement, etc.

May include testing or alternative to testing, development of grouping and read-
across justifications, expert judgement, etc.

May include experts’ time, translation costs, supply chain communication software
updates, etc.

For registrations 1-10 tpa guidance on safe use is more detailed than for
registrations >10 tpa

May include literature searches, monitoring work, modelling work, expert
judgement, report preparation, etc. Though the Chemical Safety Report can be
generated automatically with a plug-in tool, it often requires considerable manual
editions by technical experts.

For registrations 1-10 tpa a Chemical Safety Report is not required.
For registrations >10 tpa the Chemical Safety Report can be prepared jointly or
individually.

May include costs to update dossiers to new version of IUCLID (beyond automatic
migration).
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Cost item type
(related to
data/studies or
related to
administrative
work)

Cost item

Note: Both data cost and administrative cost are to be shared in relation to the information requirement

Some IUCLID hosting tools may be itemised as administrative costs, separately
from actual IUCLID completion tasks.

Dossier evaluation costs Data / May be listed under either data or administrative costs (depending on the case and
Administration specific item).

These are considered as future costs at the moment of registration - it is
important to agree on a mechanism to share future costs resulting from a potential
dossier evaluation decision, but it is not in principle necessary to collect funds
upfront, given that the exact amount of such costs is not known yet.

Substance evaluation costs Data / May be listed under either data or administrative costs (depending on the case and
Administration specific item).

These are considered as future costs at the moment of registration - it is required
to agree on a mechanism to share potential future costs resulting from a substance
evaluation decision, but it is not in principle necessary to collect funds upfront,
given that the exact amount of such costs is not known yet.

General dossier update and Data / May be listed under either study or administrative costs (depending on the case
maintenance costs Administration and specific item)

Personnel cost (e.g. Data / Some experts may be involved in the scientific dossier preparation. Their honoraria
administrative staff, secretariat Administration would in most cases be included in the study costs.

services, etc.)

Monitoring of regulation, Data / Ad: via (e.g.) membership to sector associations and/or via separate registration
guidance, etc. & advocacy Administration for chemicals management policy development tracking tools.

Dt: where advocacy is of technical nature (e.g. toxicological or eco-toxicological
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Cost item type
(related to
data/studies or
related to
administrative
work)

Cost item

Note: Both data cost and administrative cost are to be shared in relation to the information requirement

effects or exposure issues)

Office and logistics (e.g. IT, Administration Costs need to be related to SIEF activities and cover the substance subject to
phone, utilities, printing, registration. Non-SIEF costs (e.g. consortium costs) must be recorded
archiving, etc.) costs transparently in order to demonstrate that they are related to the substance

registration and should not be generic.

Meeting and travel costs for Data / Ad: meetings and travel related to management of joint submission.

PEIEETE] A I e Dt: meetings and travel related to management of the scientific dossier content

(e.g. read-across strategy, testing proposals discussions, etc.) should be in relation
to information requirements (e.g. meetings related to preparation of CSR are not
relevant for 1-10 tpa registrants or meetings for testing proposals are not relevant
for 1-100 tpa registrants).

Communication costs (e.g. SIEF Administration Where a common set of tools is used for different joint submissions, this cost item
communication tools such as IT should be re-allocated back per substance.

platform, surveys, website,
regular newsletter, etc.)

Legal costs (e.g. drafting of Administration / | Where a legal support is needed for a specific technical interpretation of a
agreements, trustee role, liability | Data requirement in the REACH Regulation, this may be itemised as a data/study cost.
insurance, legal advices and
opinions, data-sharing
agreements with data owners,
general legal representation in
disputes, appeals, court cases,
etc.)
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Cost item type
(related to
Cost item data/studies or

related to
administrative
work)

Note: Both data cost and administrative cost are to be shared in relation to the information requirement

Accountancy costs (e.g. Administration
accountant, audit, invoices and
credit notes financial/bank
charges, VAT and other taxes,
regular re-calculations of
individual costs, etc.)

Other joint submission set-up Administration Those cost are relatively small in comparison to other registration costs
costs (e.g. creation of JSO in . . . . . :
REACH-IT, token management) Cost of the creation of joint submission object in REACH-IT can be shared equally,

as every registrant benefits from it in the same way.

Each co-registrant can pay its own cost of obtaining the token to access joint
submission.
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ANNEX 4 Guidance on data sharing and BPR

Section Pag Relevance

1 Introduction
1.2.5 Inquiry prior to registration 16 Yes Similarity with Art 62
1.2.8 Data sharing disputes 20 Partially Art 27(5) is similar to
Art
63(3) of the BPR
Regulation
1.3 Key principles for data sharing and 20 Yes Also to be applied under
joint submission the
BPR Regulation
2 Legal framework: relevant
legal provisions
2.6 Competition rules 25 Yes Other legislations need
to be considered
3 Data sharing for some aspects may
phase-in substances be of relevance
3.3.1 Overall approach to data sharing 50 Partially
3.3.3 The collective route 52 Partially
3.3.3.1 | Step 1: Individual gathering 55 Partially
of available information
3.3.3.2 | Step 2: Agreement on the form of 56 Partially
cooperation/cost sharing
3.3.3.3 | Step 3: Collection and Inventory 57 Partially
creation of information available
to
potential registrants
3.3.3.4 | Step 4: Evaluation of 57 Partially
available information within
3.3.3.5 | Step 5: Consideration of 59 Partially
information requirements
3.3.3.6 | Step 6: Identification of data gaps 61 Partially
and collection of other available
information
3.3.3.8 | Step 8: Sharing of the cost of the 63 Yes
3.3.5 Data Sharing: Individual route 72 Partially some aspects may
(opt- out) be of relevance
3.4.3 How to conduct negotiations in 84 Yes
order to prevent data sharing
a4 The inquiry process 90 Partially
4.1 The purpose of the inquiry process 90 Yes Purposes and
principles are similar;
hence, some aspects
may be of
relevance. Reference
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4.2

4.6

4.7

4.9
4.9.1

4.9.2

5.1
5.2
5.3
5.4
5.5
5.6

Is it obligatory to follow the
inquiry process?
Outcomes of the inquiry process

Data sharing between registrants
following an inquiry

Data sharing disputes after an inquiry

Data sharing dispute according to
Article 27(5), including Figure 12

How to conduct negotiations in order

to prevent data sharing disputes?
Cost sharing

Basic principles

Data quality

Study valuation

Cost allocation and compensation
Further factors influencing cost
sharina

Cost sharing examples

Information sharing under
Competition rules

Forms of Cooperation

Confidential business
Information
(CBI)

90

94

98

105
105

109

111
115
119
122
126
129
153

132

140

Yes

Partially

Partially

Yes

Yes

Yes

Partially
Yes
Yes
Yes
Yes
Yes

Partially

Partially

Partially

is made to the
Inquiry page under
the BPR Regulation

some aspects may be of
relevance

some aspects may be of
relevance

some aspects may be of
relevance
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European Chemicals Agency
Annankatu 18, P.O. Box 400
FI-00121 Helsinki, Finland
echa.europa.eu



