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1 Introduction

The purpose of this manual is to provide guidance relating to the preparation of registration
and PPORD dossiers. It outlines the IUCLID 5 sections/fields to be filled in, in order to
prepare a complete technical dossier according to Article 20 of REACH.

ECHA will undertake a technical completeness check for registration dossiers (including
registration dossiers for isolated intermediates, dossiers for substances in articles) and
PPORD notifications and their subsequent updates.

1. Technical completeness check: according to Article 20(2) of Regulation (EC) No
1907/2006 (the REACH Regulation), the completeness check includes two
components: the technical completeness check (to check if all the elements required
by the Regulation have been provided) and the financial completeness check (the
payment of the fee if relevant).

It should be noted that the aim of this guidance is to help the potential registrants/notifiers to
identify which of the numerous IUCLID 5 fields are of prime importance in relation to the
technical completeness check. In addition to this guidance, IT software has been
developed in order to offer the possibility to registrants/notifiers to check by
themselves the completeness of their dossiers before submitting them to ECHA. This
IT software is available as a IUCLID plugin (“Technical Completeness Check Plugin”) at the
IUCLID website: http://iuclid.echa.europa.eu/. Before you submit your dossier, please ensure
that you use the technical completeness check plugin on both the substance dataset and on
the final dossier. Using the tool in BOTH steps is vital for you to avoid failures. Please refer to
chapter 5 ‘Technical Completeness Check (TCC)’ in this User Manual for further details.

The terminology used to describe IUCLID 5 items within this document is as indicated in
Figure 1 below.

Figure 1: Terminology of IUCLID items
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2 General principles

During the creation of the IUCLID 5 dossier (including the creation of the IUCLID 5
Substance dataset and the IUCLID 5 Legal entity) one must follow the following general
rules, described in the below chapters.

2.1 Range fields

For every field where two entries can be provided (range or single data), at least one of the
two fields must be filled in (first or second one):

Figure 2: Range fields
[> ~|]o |[[< =|[100 |

2.2 Unit fields

When there is a unit field related to a value field, then a unit must always be selected from
the unit dropdown list:

Figure 3: Unit fields

Duration |3 ”d : IE'

2.3 Selection of other

Every time “other:” is selected from a dropdown list then information must be provided in the
adjacent field:

Figure 4: Selection of other in a list

|mher: 4 HVHPrmride infarmation here...

2.4 Detail level of the endpoint study records

In IUCLID 5 sections 4 to 10, the selection of “all fields” in the “Detail level” dropdown list
displays more fields than the “basic fields” selection (Figure 5). Therefore it is recommended
to select the “all fields” option when filling in the endpoint study records. For more information
please consult the IUCLID 5 user manual - section D.4.7.6 which is available from:
http://iuclid.echa.europa.eu/index.php?fuseaction=home.documentation

Figure 5: Detail level of endpoint study record
® End point study record: Phototrans

Dretail lewel Administrative D:
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2.5 Repeatable blocks

In case of multiple repeatable blocks (as depicted in Figure 6), it must be noted that
information will be checked for all the blocks created:

Figure 6: Repeatable blocks

* Substance: 1,2,3-trichloropropane ¢(IUC4 DSk richloropropar =8

Substance composition

¥ a @
Belgium Factory ¥ - DX
Cermany Factary ¥ i b X

2.6 Confidentiality requests

Any time a flag for confidentiality is indicated (CBI, IP or no PA) the justification as to why
publication on the internet could be harmful must be provided in the adjacent field. Vice-
versa, any time justification for confidentiality is indicated then a confidentiality flag must be
indicated (Figure 7).

Figure 7: Confidentiality requests

These flags can be uzed to mark a record or a field for the purpose of potentially excluding it from an export file, a dossier or
other report. Werify the default settings {no flags set = all data are considered as public and relevant to all regulatory | I i
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Please note that some records migrated from IUCLID 4 contains the text “IUCLID 4" in the
field “Justification”. This text should be deleted because if it is not removed and there is no
flag for confidentiality (CBI, IP or no PA) then the automatic Technical Completeness Check
(TCC) would consider this “Justification” as an incomplete confidentiality request.
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Confidentiality requests that fall under Article 119(2) of the REACH Regulation and Annex IV
of Regulation EC/340/2008 (the Fee Regulation) will require a fee payment. Further
information on how to request confidentiality in IUCLID 5 and the links between
confidentiality requests and fees is provided in Annex 3 of this document.

2.7 IUCLID 4 and SNIF file format migrated to IUCLID 5

Keep in mind that dossiers based on substance datasets migrated from IUCLID 4 or from the
SNIF file format to IUCLID 5, as such, do not contain all information needed to pass the
completeness check. There will be information missing in some fields/sections. Thus,
registrants have to carefully check and complete their IUCLID 5 file for all the migrated
dossiers in order to fulfil the completeness check requirements described in this document.

Particular attention should be paid to the classification and labelling (IUCLID section 2), the
confidentiality flags, and the endpoint study records (IUCLID sections 4 to 8). Annex 4 of this
document details the minimum information required in your dossier when updating a
registration that was previously a notification under Directive 67/548/EEC. You can find
detailed information on how to update your registration that was previously a natification
under Directive 67/548/EEC (NONS) in the document “Questions and answers for the
registrants of previously notified substances” (chapter 4) available at:

http://echa.europa.eu/doc/reachit/prev_not sub reqgistrants qa.pdf

2.8 IUCLID 5 view mode selector

When the substance dataset is opened, one can select a specific view mode by clicking on
the black arrow indicated in Figure 8.

Figure 8: IUCLID view mode

" UCLIDS5.2.0 - (3 (2 Wiy B v heisgiinnylimsgep i esgsy!
File Edit Qo  Window Help  Plugins

PO MIHE | @@ |5+ | |
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9 S Erwironmental fate and pathway s —]
oI - NI R TR T SR T TP I Third narty " o

Once the desired view mode is selected in the drop-down list then the section tree changes
in such a way that the leaf . or book ® symbols preceding the IUCLID 5 sections are
coloured in red for required sections or in green for optional sections.

€3 Keep in mind that this view mode selector is merely a tool to help in determining which
sections to fill in. However, the present manual and the TCC plugin prevails upon this
view mode selector regarding the completeness check requirements under REACH.
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3 Different dossier types
REACH specifies four types of dossier which require a completeness check to be carried out.
These are indicated below:

¢ Registration dossiers for substances alone or in preparations.

e Registration dossiers for on-site isolated intermediates and transported isolated
intermediates.

¢ PPORD notifications (notification of a PPORD is hereafter included in the term
‘registration’ unless specified otherwise).

e Registration of substances in articles (either intended release or where ECHA
requests registration).

Updates of these dossiers are also subject to a completeness check. These registrations
should be submitted as a IUCLID 5 dossier.

The corresponding IUCLID 5 types of registration dossier (also called “Dossier templates”)
are indicated below:

¢ REACH Registration 1 — 10 tonnes, physicochemical requirements

e REACH Registration 1 — 10 tonnes, standard requirements

e REACH Registration 10 — 100 tonnes

e REACH Registration 100 — 1000 tonnes

¢ REACH Registration above 1000 tonnes

¢ REACH Registration member of a joint submission — general case

e REACH Registration member of a joint submission — intermediates

e REACH Registration on-site isolated intermediates above 1 tonne

o REACH Registration transported isolated intermediates 1 — 1000 tonnes
¢ REACH Registration transported isolated intermediates above 1000 tonnes
¢ REACH PPORD

The sections of the IUCLID 5 file that will be checked for completeness vary between the
different dossier types. In addition the information to be provided within a section could also
differ between the different dossier types. Some of these variations are described in the
following special rules for joint submission, intermediates and PPORD dossiers.

3.1 Special rules for joint submission dossiers

A distinction is made between the information to be submitted by the lead registrant and that
to be submitted by non-lead registrants, i.e. members of the joint submission.

The IUCLID 5 sections 2, 4, 5, 6 and 7 (the C&L and the endpoints sections) of the lead
registrant dossier should be complete.

The IUCLID 5 sections 2, 4, 5, 6 and 7 (the C&L and the endpoints sections) of the member
dossier should be empty. If information is submitted in a member dossier in one of these
sections then this information will be considered as an opt-out. The study/information opted
out will be checked for completeness in the member dossier.
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For detailed information on how to fill in the IUCLID dossier header please read “Data
Submission Manual 4: How to Pass Business Rules Verification” available on the ECHA
website at: http://echa.europa.eu/doc/reachit/how_pass business_verification.pdf. Moreover,
some specific rules for dossiers of members of a joint submission are described in I[UCLID
section 2 “Classification and labelling”, IUCLID section “11 Guidance on safe use” and
IUCLID section “13 Assessment report” of this manual.

3.2 Special rules for isolated intermediate dossiers

For dossiers of isolated intermediates the sections “1.4 Analytical information”, “3.1
Technological process”, “3.4 Form in the supply chain”, “3.6 Uses advised against”, “3.7
Waste from production and use” and “13 Assessment report” will not be checked for
completeness. In addition section “3.2 Estimated quantities” will not be checked for
completeness, however it is recommended to fill in the field “Year”, at least one of the “Total

tonnage” fields and as much as possible the fields under “Details on tonnages”.

The registrants of isolated intermediates have to provide information on risk management
measures and their efficiency (articles 17 and 18). This information must be entered in
section “11 Guidance on safe use” (see chapter 4.5 “11 Guidance on safe use” of this
manual).

For dossiers of intermediates, the registrant must agree to comply with Art. 17 for on-site
isolated intermediates or with Art. 18 for transported isolated intermediates by ticking the box
“Production and use under strictly controlled conditions” in the IUCLID 5 dossier header. In
addition, for transported isolated intermediates at least one of the two following boxes must
be selected: “Registrant confirms that the intermediate is used in accordance with the
conditions set out in Article 18(4)” or “Registrant has received confirmation from the users
that the intermediate is used in accordance with the conditions set out in Article 18(4)”".
These tickboxes must be indicated during dossier creation.

3.3 Special rules for PPORD dossiers

For PPORD the sections “2 Classification and labelling”, “3.1 Technological process”, “3.2
Estimated quantities”, “3.4 Form in the supply chain”, “3.5 Identified uses and exposure
scenarios”, “3.6 Uses advised against”, “3.7 Waste from production and use”, “11 Guidance
on safe use” and “13 Assessment report” and the confidentiality requests (if indicated) will
not be checked for completeness. However, section “1.8 Recipients” and section “1.9

PPORD” will be checked for completeness.

Further information on the completion of a PPORD notification is available in the Data
Submission Manual 1: “How to prepare and submit a PPORD notification” available at:

http://echa.europa.eu/doc/reachit/how to prep sub ppord en.pdf

4 |UCLID 5 sections to complete

This chapter outlines which information must be provided through the different sections of the
IUCLID 5 tree and within the dossier header.

4.1 Section 1 - General information

IUCLID section 1 requires information on the identification of the substance, its composition,
identifiers, analytical information, suppliers, recipients, PPORD and classification and
labelling. Each of them will be discussed in the following chapters.
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4.1.1 Section 1.1 - Identification

Section 1.1 in IUCLID deals with the identification of the substance, role in the supply chain
and type of (reference) substance, each called a block.

41.1.1 Block ‘Substance identification’

The field "Public name" must be filled in if there are confidentiality concerns about the
substance name. A generic name, which appropriately describes the substance being
registered, should be indicated in this field. The field "Public name" will be made publicly
available on the ECHA website, together with the other information required by Article 119 of
REACH.

Although the Legal entity is available in REACH-IT as part of the sign-up process, it is also
necessary to indicate a Legal entity in the IUCLID dossier to comply with the XML format.
This information must be provided in the block “Substance identification” (Figure 9).

Figure 9: Legal entity and third party in the substance identification block
& substance: Chemical name X /i S - e - e o =

Substance identification

Chemical name | R —

a5

Public name |

Legal entity flags | 1‘1

Legal Emit\’” ¥ European Chemicals Agency/Helsinki / Finland X ”)H

*

Third party flags [ 1‘1

Third party | _ | .

o

&

It is not compulsory to indicate a third party; however if a third party representative has been
appointed according to Art. 4 of REACH, then the Legal entity of this third party must also be
provided in the block “Substance identification”.

The information that will be checked is whether the Legal entity (Legal entity of the
registrant/notifier and, if available, Legal entity of the third party) has already signed up in
REACH-IT (synchronised Company Universal Unique Identifier (UUID)).

4.1.1.2 Block ‘Role in the supply chain’

At least one role has to be selected. If the checkbox “Manufacturer” is selected (Figure 10)
then information must also be provided on the technological process(es) and the site(s) of
production (IUCLID 5 Sections 3.1 and 3.3). If the checkbox “Only representative” is selected
then you are advised to provide the specific information described in IUCLID section “1.7
Suppliers”.
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Figure 10:  Role in the supply chain
& Substance: L R T v = T T " ¥ |

Py a8 B poeatiins Tul i »

Suip fomny

Role in the supply chain
Roleflagsl P‘I

| Role: [¥] Manufacturer [ ] Importer [ ] Only representative | | Downstream user

4.1.1.3 Block ‘Type of substance’

“Mono constituent substance”, “multi constituent substance” or “UVCB” must be selected in
the pick list “Composition” (Figure 11).

Figure 11:  Type of substance

& Substance: Sl

Role in the supply chain

Role flags P" " . '
| 1P1ck list E'
Role: Manufacturer [ | Importer [ | Only repres Select a com position —
=
Reference substance =
Y
Type of substance
Composition | e, ||'| mono constituent substance
Origin | ) |E| multi constituent substance
LiCE

polymer

Trade names

other:

Trade names flag [ P"

Mame

L o] 4 I l Cancel

) Composition “polymer” must not be selected because the monomers contained in the
polymer should be registered but not the polymer itself.

€ “other” must not be selected, as the substances under REACH should be defined as
mono constituent, multl constituent or UVCB.

41.1.4 Block Reference substance

In this block, a Reference substance must always be attached (even if the substance does
not have an EC number, is a non phase-in substance or a UVCB). In case of a mono
constituent substance, the Reference substance must be attached in this section 1.1 and the
same Reference substance should also be attached in the block “Constituents” of IUCLID
section “1.2 Composition”.

Substance identifier

For the Reference substance indicated in this block (Figure 12), either EC number or CAS
number (with CAS name) or IUPAC name must be given (Figure 13).
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Figure 12:  Reference substance

Refarence substance

| 1 sodium decane-1-sulphonate / sodium decane-1-sulfonate / 13419-61-2 Q |&] #8||Z|
EC number EC name
‘236752579 | |sodium decane-1-sulphonate |

CAS number CAS hame

[13415-61-9 . | |

IUPAC name

‘sndium decane-1-sulfonate |

@ For multi constituent substances (hamed as a reaction mass of the main constituents
e.g. Reaction mass of A and B), you are advised to indicate the name in the field
“IUPAC name” of the reference substance assigned in Section 1.1. The individual
constituents should be indicated in the IUCLID section “1.2 Composition®.

© For UVCB substances you are advised to indicate the name of the UVCB substance
in the field “IUPAC name” while the process description, refinement process, etc.
should be indicated in the field “Description”.

Figure 13:  Substance identifier

Reference substance: My substance

General information

Reference substance name |M.),. substance | P

EC inventory

EC numhber |231-?91-2 | CAS number |F732-18-5

(#)%

EC name |water Assign to the EC inventory

Malecular formula |H20

Description | Q, |

No EC information available

Justification | |8
Reference substance information
P |

CAS information

CAS number | CAS number |

CAS hame
CAS name

IUPAC name

IUPAC name

Molecular and structural information
e If you select "mono constituent substance" in section 1.1 under "Type of
substance/Composition”, then the “Molecular formula”, “Molecular weight” and
“Structural formula” of the reference substance must be provided (Figure 14).

Version: 2.8 Page 16 of 95
Release: 04/2011



Data Submission Manual m ECHA

Part 05 - How to complete a technical dossier http://echa.europa.eu
for registrations and PPORD
notifications

e If you indicate "multi constituent substance" in section 1.1 under "Type of
substance/Composition”, then the “Molecular formula”, “Molecular weight” and
“Structural formula” of the reference substance must be provided or a justification for
not providing this information must be given in the “Remarks” field (Figure 14).

e If you indicate "UVCB" in section 1.1 under "Type of substance/Composition”, then
the “Molecular formula” and “Molecular weight” of the reference substance must be
provided or a justification for not providing this information must be given in the
“Remarks” field (Figure 14).

In addition the “SMILES notation” should also be provided if available.

Figure 14:  Molecular and structural information

1 Reference substance: rr

I
] O

Molecular and structural infermation

P

Molecular formula

Molecular weight rangel' | | | |

SMILES notation

InChl

Structural formula

Remarks

4.1.2 Section 1.2 - Composition

At least one composition must be indicated (normally, one composition should be sufficient).
If several “Substance composition” blocks are created then every block must be completed.

The degree of purity shall be specified (Figure 15). It means that at least one of the two
boxes should be filled in and that the unit should be selected.

At least one constituent should be indicated for each composition.
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Figure 15:  Substance composition block
k Substance: \ W L S e = [l
Substance composition
¥ad

Mame |—9

Brief description |

Compaosition (D |~ SN Setd B es B T b et o b

Degree of purity

[V 1o, test) |
[ - IF e -1 | e -]
Constituents
¥ a e
TR e B e B @ i i i ¥ ol Ao gl oat-gfeaene ¥ - 3 o | X
Impurities
¥ 2 o
Additives
¥ a
kT T R T A Ve T W IO § i i i Eab e . ¥ - 3 o | X

In addition, for each constituent, impurity or additive, a check will be carried out to ensure
that a Reference substance is attached and that either the “Typical concentration” or the
“Concentration range” has been filled in and that the unit has been selected (Figure 16).

Figure 16:  Concentrations
& Substance: Sl e & o
Constituents
¥ a @
98 methanal.... IR L N
L |
Reference substance |m Jrp——— klg@lg!
EC humber EC name
| 9| N
CAS humber CAS name
| 4] | 2]
IUPAC name
| 3
Typical concentration E] % (o ah w
Concentration range E] | I E] I I I 'I
Remarks | @
T8 % (i) ¥ & X
29 % fnfind ¥idd XM
87 % Gngfud) ¥i&a R

If an impurity or additive is considered relevant for classification and labelling of a substance,

the relevant checkbox should be ticked (Figure 17).
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Figure 17:
& Substarce: s

Vi W

RECHA

http://echa.europa.eu

Tick box for impurities or additives relevant for classification and labelling
R

Substance composition

¥ x4
peafa i e, o Aefees o = = | X
Impurities
¥ x4
ca. 2.5 % Gnrfund desiasaiaiie i S Hiinee vy T = | 3
Reference substance | 1_?1, PR Yoo it " tag W A, ||$ || o
L dlts
EC number EC name
CAS humber CAS name
o= N ]
IUPAC name
Typical concentration | ca. B (v
Remarks |
| [w] this impurity is considered relevant for the clazsification and labelling of the substance

Substance identifier
Each reference substance attached as a constituent, impurity or additive should at least
contain either EC number (or CAS number and CAS name) or IUPAC name.

. In case of unknown impurities, you need to create a reference substance and state in
the IUPAC name field "Unknown impurities" and provide either the typical
concentration (with unit) or concentration range (with unit).

Molecular and structural information
Concerning the molecular and structural information, the following information must be
provided in the reference substances of IUCLID section 1.2.

For constituents:

e If you indicate "mono constituent substance" or "multi constituent substance" in
section 1.1 under "Type of substance/Composition”, then the “Molecular formula”,
“Molecular weight” and “Structural formula” must be provided.

¢ If you indicate "UVCB" in section 1.1 under "Type of substance/Composition", then
the “Molecular formula” and “Molecular weight” must be provided or a justification for
not providing this information must be given in the “Remarks” field.

For additives:

As a minimum, the “Molecular formula”, “Molecular weight” and “Structural formula” must be
provided. The function of the additive should also be provided in the field ‘Function’. Note, if
you select ‘Other’ in this field, then the adjacent free text must be filled.

For impurities:
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The “Molecular formula”, “Molecular weight” and “Structural formula” (if available) must be
provided.

1. In case of unknown impurities, you should specify the number of these unknown
impurities in the "Remarks" field and provide either the typical concentration (with unit)
or concentration range (with unit).

In addition the “"SMILES notation” should also be provided for constituents, additives and
impurities if available.

4.1.3 Additional considerations in Sections 1.1 and 1.2

REACH is based on the principle that a registration may only cover one individual substance.
For this reason, as part of the Technical Completeness Check, ECHA also checks whether
sections 1.1 and 1.2 of the registration dossier contain all the elements required under Article
10(a)(ii) and Annex VI(2) and thus identify the substance to be covered by the registration.

Please also note that the TCC plugin cannot perfectly simulate the checks undertaken to
verify completeness of the information on the substance identity.

1 Registrants are advised to carefully check before the submission of the dossier that
the information provided for in section 1.1 and section 1.2 is sufficient to clearly
identify the substance covered by the registration. In particular, this information should
not be so generic that it may potentially describe more than one substance. The
substance identification in the dossier should follow the “Guidance for identification
and naming of substances under REACH”
(http://quidance.echa.europa.eu/docs/quidance_document/substance id _en.pdf) Any
deviation from the guidance should be properly documented in the dossier. Detailed
and illustrative technical assistance in how to report and structure the substance
identification in a IUCLID dossier is available in “Data Submission Manual 18: How to
report the substance identity in IUCLID 5 for registration under REACH”
(http://echa.europa.eu/doc/reachit/dsm18/substance_id_report iuclid_en.pdf)

414 Section 1.3 - Identifiers

IUCLID section 1.3 requires input on identifiers of regulatory programmes.

4.1.4.1 Block Regulatory programme identifiers

In [IUCLID section 1.3, indicate the following identifiers, where appropriate:
e The REACH pre-registration number,
e The REACH inquiry number,

e For a dossier update, the registration number (or the PPORD notification number)
associated to the initial dossier (it should be available for all spontaneous updates),

e For an update of a notified substance according to Directive 67/548/EEC, the NCD
notification number and the registration number.

In order to indicate these numbers, you must make a selection in the field “Regulatory
programme” and provide the number itself in the field “ID” (Figure 18). If you need to provide
two numbers (e.g. a REACH inquiry number and a REACH registration number) you should

click twice on the "Add” button (L2,
1. Please remember that, to fulfl REACH requirements relating to data sharing, a
registration should be preceded by either a pre-registration (for a phase-in substance)
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or an inquiry (for a non phase-in substance or for a phase-in substance which was not
pre-registered).

Figure 18: Regulatory programme identifiers

Identifiers

Regulatory programme identifiers

Flags | Regulatory programme |8 Remarks

Add a regulatory programme identifier

"L Pick list X

Select a regulatory programme

[ B ada. | —
Other IT system if| -
Flad | F | =
— E:
Regulatory programme | E |t|| 4 |
10 | A | REACH registration number
a n | | REACH preregistration number
emarks 4
REACH PPORD natification number
REACH inquiry number

| [ add.. | oF. i | Cancel |IREACH authorization number
REACH classification & labelling number

notification number (NCDY
other:

| Lol i | Cancel

4.1.5 Section 1.4 - Analytical information

The following information referred in Annex VI of the REACH Regulation must be provided in
IUCLID section 1.4:

o 2.2.2 Information on optical activity and typical ratio of (stereo) isomers (if applicable
and appropriate)

e 2.3.5 Spectral data (ultra-violet, infra-red, nuclear magnetic resonance or mass
spectrum)

e 2.3.6 High pressure liquid chromatogram, gas chromatogram

e 2.3.7 Description of the analytical methods or the appropriate bibliographical
references for the identification of the substance and, where appropriate, for the
identification of impurities and additives. This information shall be sufficient to allow
the methods to be reproduced

If it is not technically possible or if it does not appear scientifically necessary to give
information on one or more of the items above, the reasons shall be clearly stated. For
substances for which any of the items above are not suitable, data from a suitable
characterisation method should be included.

The description of the analytical methods must be provided either in the “Analytical methods
and spectral data” field or as an attachment under this field (by clicking the paperclip button,
indicated in Figure 19). The analytical results used to characterise the substance must be
provided in the repeatable blocks under “Results of analysis” as an attachment (by clicking
the paperclip button) or in the “Remarks” field (Figure 19).
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Figure 19:  Analytical information
Analytical information
L® )

Analytical methods| (proyide the description of the analytical methods used in this field,
and spectral datal

aryou may provide the description as an attachment here
Optical activity
Results of analysis
¥ a
Analysis #1 [ IR A
Analysis type |Ana|ysis #1 5 ‘
Tested substance | A ‘
Method used | % ‘
| )
Remarks | pravide the results of each analysis used in this field or ag an attachment here %
Analysis #2 ¥ idd X
Analysis #3 ¥ iR X

! Remember that you can create additional blocks by using the green * key.

4.1.6 Section 1.5-Joint submission

The lead registrant and the members of a joint submission may wish to indicate for their own
administrative purposes, the name of their joint submission in the related field in this section
(Figure 20). This section is not checked for technical completeness as all the information
concerning the joint submission will already have been provided in REACH-IT. For dossiers
that are not part of a joint submission, this section must be left empty.

General information on the joint submission
W B T I T L S e k = [l

Figure 20:
& s ce y

Joint submission

I

¥ & @
A - RN

. |

Ceneral information

Jaint submission namel “7|

Remarks | A |

Regulatory programme | Y ”;H 3

4.1.7 Section 1.7 - Suppliers

If the box “Only representative” is ticked in IUCLID section “1.1 Identification”, then you are
advised to attach clear documentation of the appointment of the Only Representative (e.g. a
copy of the appointment letter which was sent to importers) in the field “Assignment from non
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EU manufacturer”. In this case, you are also advised to indicate the list of the importers’
names covered by the registration in the field “Other importers” (Figure 21).

Figure 21:  Only representative information

= [
Suppliers
¥ & d
2 & 2| X
(i ]
Manufacturer { lmporter { Formulator
Mame | S | > %
Remarksl A |
Only representation information
Assighment from | [ environment jpa / 14 .63 KB 3,
non EU manufacturerl r] ”§]
Crther importers Mame Agreement
[ Add.. || B I G

4.1.8 Section 1.8 - Recipients

This IUCLID 5 section needs only to be checked for PPORD notification dossiers. If the field
“Name” is filled in, the Legal entity related to this name must also be provided (Figure 22).

Figure 22:  Legal entity for a PPORD recipient

= (=l
Recipients
¥ & B
& v 3o X
e l
rHame [ QI|3J//V£
Remarks /-'./ A,

@ This information must be provided by linking a Legal entity to the repeatable block
(press the chain button (as shown in Figure 22) to link the legal entity or create a hew
one) and filling the information in the tab “Contact information” (press the arrow button
(as shown in Figure 22) to go to the Legal entity information). The minimum
information to provide in the tab “Contact information” is the “Town” and the “Country”
(Figure 23).
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Figure 23:  Town and country entry field for a PPORD recipient

ﬁ.] Legal entity: Bighdat =5
r General infarmation |/ Identifiers |/ Contact information r Sites |
Contact address
Address flags ’ P
Address |12, rue des roziers @,
Address | @,
Postal code
Town |M0ntpe|lier @,
Region f State | @,
Cauntey |Fran-:e '-1|B| @,
Phone |D4548525456 @,
Fax | @
E-mail |examp|e@gmai|.c0m @,
ifeb site | @

4.1.9 Section 1.9 - Product and process oriented research and development

This IUCLID 5 section needs only to be checked for PPORD notification dossiers. The fields
“Estimated quantity” must be filled in, together with the appropriate unit (Figure 24).

Figure 24:  Estimated quantities entry fields for a PPORD dossier
& Substance: e b o S = [m]
Product and process oriented research and development
¥a@
® DD X
el l
Mame | --o|
|:| Medicinal product for human or veterinary use
[] Substance not placed an the market
Estimated quantity[ V] IlD I [< V] |15 I |Kilograms -
Remarks | Q
Document “ ”@

4.2 Section 2 - Classification and labelling

There are two blocks for entering information relating to classification and labelling (C&L) in
IUCLID 5; section “2.1 GHS"” and section “2.2 DSD — DPD". The requirements for each are
outlined in more details below.

€) GHS is the abbreviation for the United Nations’ Globally Harmonised System. The
CLP Regulation introduces throughout the EU a new system for classifying and
labelling chemicals, based on the GHS.
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€} DSD is the abbreviation for Dangerous Substances Directive (Directive 67/548/EEC).
DPD stands for Dangerous Preparations Directive (Directive 1999/45/EC).

Regulation (EC) No 1272/2008 on classification, labelling and packaging of
substances and mixtures (the CLP Regulation) will replace DSD and DPD in a
stepwise approach. Further information on CLP is available on our website at
http://echa.europa.eu/clp_en.asp

According to the CLP Regulation, substances must be classified, labelled and packaged in
accordance with the criteria specified in Annex | of the CLP Regulation from 1 December
2010. Prior to this date, this information was only optional. Therefore, registration dossiers
submitted to ECHA from 1 December 2010 will need to include the C&L information in
section “2.1 GHS”. Inclusion of the C&L information in section “2.2 DSD-DPD” according to
Directive 67/548/EEC (DSD) will be optional from that date.

€3 Please be aware that it is not possible to submit a separate notification if you have
already submitted a registration dossier.

If you want to update the C&L information from your registration dossier, you shall
submit an update of your registration dossier.

Completeness check rules are applicable to CLP and DSD (IUCLID sections 2.1 and 2.2,
respectively).

Here below are listed some principles to follow for completing both IUCLID sections 2.1 and
2.2.

When the substance is “not classified” you should tick the box “Not classified” but also justify
why no classification is given for each endpoint, hazard class or differentiation (Annex VI 4.1
of the REACH Regulation) and this must be done by filling in the fields “Reason for no
classification”.

The reason for no classification should be selected according to the following principles:

e ‘“data lacking” should be selected if you do not have relevant data or other adequate
and reliable information that can be compared with the classification criteria;

¢ ‘“inconclusive” should be selected if you have data or other information but which is
not reliable (e.g. data of poor quality) or if you have several equivocal study results or
information. The available data/information can not be regarded as a firm basis for
classification;

e “conclusive but not sufficient for classification” should be selected in cases where a
substance is tested with the appropriate high quality study or where other high quality
information is available, and based on that, it is concluded that the classification
criteria are not fulfilled. This reason for no classification should also be selected in
case a hazard category does not apply for your substance (e.g. “Flammable gases”
for a solid substance).

In IUCLID 5 the fields “Reason for no classification” are pre-filled indicating “data lacking” by
default. You can change this default setting to another appropriate reason such as
“Inconclusive” or “conclusive but not sufficient for classification” or you can also set the
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“Reason for no classification” to the “empty field” and then specify a “Hazard category” and a
“Hazard statement”.

If multiple repeatable blocks are created in IUCLID sections 2.1 and 2.2 then all of these
blocks must be complete.

If you have several compositions (several blocks in IUCLID section 1.2) and each
composition corresponds to a different C&L then you are advised to link each C&L block to
its related composition by using the field “Related composition” (Figure 25).

Figure 25:  One composition corresponds to one C&L
Classification and Labelling according to GHS

¥ &R &
Compaosition A & & 3| X
LF |
General information
Mame |CompositionA 4 |
[] Mat classified
Implementati0n| " ||;|| " |
State f form of the substance | . ||;|| . |
Remarks
| Related composition [L-h4e97ard-3h46-4485-9eed-923574ed5074 : |g| &

If you have several compositions linked with the same C&L then you are advised to let the
field “Related composition” blank and to indicate in the field “Name” of IUCLID section 2.1
and 2.2 the composition name to which your C&L refer to (Figure 26).

This advice is nevertheless valid only if your registration dossier contains multiple C&L and
only one composition in section 1.2.
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Figure 26:  Several compositions correspond to a unique C&L
BsUlts rCOmponents rE Sectiontree |4 Substance composition

E) |v
° ¥a®
-8 0 Related Information
€ tion A .3 o
B+ 1 General Infarmatian Sl L U L
[ 1.1 Idertification ]
,,,,, El-Z Composition Mame |C0mposmonA . |
B 1.3 Identifiers Brief description | : |
----- 1.4 Analytical information
D 1.5 Joint submission Compaosition 1D |L—8f9129?d—94c9—4?e5—bbb2—18 Sededf005 4 |
[ 1.6 sponsors
<[] 1.7 suppliers Composition B ®4+)h|X
[ 1.8 Recipients
7] 1.9 Product and process oriented res | o |C - i , |
ame omposition .
- 2 Classification and Labelling P -
[ z1cHs Brief description | \ ) |
[ 22 DSD - DPD \
& 3 Manufacture, use and exposure Composition D |L-fe173c4bXga7-417a-97cc-a3a3ab0b 11 |
BB A Rl et mnd b ben ] enrine
wsults | Companents Sectiontree | 4 s A A A
T e L] Classification and Labglling aqcording to GHS
5 F :
\ [ ¥24$
[ 0 Related Information
E—JQ 1 General Infarmation Composition & and Com position B - SR 4
[ 1.1 Identification
-] 1.2 Compasition | i \ ‘
[ 1.3 Identifiers \
% 1.4 Analytical information General information X
| | 1.5 Jaint submission 1
D 1.6 Spansars | Mame |ComposwtionA and Composition B % ‘
[ 1.7 suppliers [ Mat classified
D 1.5 Recipients . —
-] 1.9 Product and process oriented res lnElnentatio] | i “:” ) ‘
'e ZEC;;SECHaSﬁDn and Labelling State / form of the substance | 4 “V” 4 ‘
.22 D50 - DFD | RS
- 3 ManUfacture, Use and exposure
@ 4 Physical and chemical properties
Related compaosition 3[4 |ﬁ‘

© How to report the classification and labelling within a joint submission

The dossiers of the lead and the members of a joint submission have to be clear and
transparent as to which classification belongs to which composition. There are
different ways of achieving this. A best practice of how this could be achieved is
described in the following section.

The lead registrant should always provide at least one C&L in its dossier, while for members
there are three different scenarios to fulfil their C&L requirements:

1) The member has the same C&L as the lead: In this case, the member should not provide
any information in sections 2.1 and 2.2 of its [IUCLID dossier.

2) The member opts out from the C&L information: If the member decides to submit a
separate C&L (as described in REACH Article 11(3)) then the member should provide a C&L
in at least section 2.1 of his own IUCLID dossier.

3) The member has a different C&L than the lead but does not want to opt out
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If a member has a different C&L than the lead and the member is willing to have its C&L
submitted by the lead on his behalf, the member should still provide the composition in
IUCLID section 1.2 but should leave the IUCLID sections 2.1 and 2.2 empty in the dossier.

In this specific case, the lead should add the composition of the member and the C&L of the
member in his own dossier. The composition of the member should then be linked in at least
section 2.1 of the lead dossier. In addition, it is recommended to indicate in the field “Name”
of sections 2.1 (and 2.2 if relevant) of the lead dossier the same name as the composition
name provided in section 1.2 of the member dossier (Figure 27).
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Figure 27:  Linking the composition and C&L of a Member (not opting out) and Lead of a joint

submission
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421 Section 2.1- GHS

As indicated in the previous chapter, from 1 December 2010 it is compulsory to include the
information on classification and labelling according to the CLP Regulation in all registration
dossiers (except for members of a joint submission). Therefore, if no repeatable block has
been created in section 2.1 this will be a reason for considering the dossier as incomplete.
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When a repeatable block is created in section “2.1 GHS”, all the requested fields of this
repeatable block will be checked for completeness.

1. With the entry into force of the CLP Regulation, title XI of the REACH Regulation has
been repealed. Therefore, you need to use section 2.1 of IUCLID to specify the C&L
information requested under Article 40(1- c, d, e and f) of the CLP Regulation.

More detailed information concerning C&L can be found in the Data Submission
Manual 12: ‘How to Prepare and Submit a Classification and Labelling Notification
Using IUCLID’ available from the ECHA website at:

http://echa.europa.eu/doc/reachit/data_submission _manual 12 cé&l.pdf

In addition, it is highly recommended to consult Annex | of the CLP Regulation for the
classification criteria and the following guidance document for more detailed
instructions on the application of the C&L rules:
http://quidance.echa.europa.eu/docs/guidance _document/clp_introductory en.pdf

42.1.1 Classification

e For each hazard class or differentiation either the two fields, “Hazard category” and
“Hazard statement” must be indicated, otherwise, the field “Reason for no
classification” must be filled in (Figure 28). Note that the ‘Reason for no classification’
is prefilled to ‘Data lacking’ by default.

Figure 28:  Entry fields for classification

& Substance: mwll bl o SeieiiBaiie S0 1 ISR ) S - i

Classification
Physical hazards

Hazard statement Reason for no classification

A . =~ ~

R

Oxidizing gaseleXid.Gasl . HV| |H27D:May cause or intensify fire; ||:| | 4, [

Gases under pressurelcompressea gas A Hv| |H28E|:Conta|ns gas under pressu™ ||v| | 4, [

Flammableliquids| ‘; | |v data lacking 3 v|

Flammablesulids| ‘V | |V data lacking v|

Self-reactive substances | 4 ‘ - | 4 |v data lacking V|
and mixtures

T T - . g -

e

It is not compulsory to make a selection in the field “State/form of the substance”
above the block “Classification”, however this information may be useful to justify a
classification.

-

Some hazard categories and hazard statements do not exist in the CLP Regulation
and shall therefore not be selected in your registration dossier. These
categories/statements are listed in Chapter 5.7 of Data Submission Manual 12.

4.2.1.2 Block ‘Physical hazards’

For all hazard classes indicated in the block “Physical hazards”, either the two first fields (i.e.
the field “Hazard category” (e.g. Flam. Liquid 1) and the field “Hazard statement” (e.g. H226:
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Flammable liquid and vapour)) should be filled in, or the field “Reason for no classification”
should be filled in (Figure 29).

Figure 29:  Physical hazards

& Substance: B e Saimiiane S § I § S

Classification
Physical hazards

Hazard statement Reazon for no classification

Explosives a, |Ivl | 2| data lacking
Flammable gases % |v | |v data lacking
Flammable aerosols L]+ | +| | [g=tatacking
Czidising gases % |' | . |v data lacking
Cases under pressure % |v | 4 |v data lacking
Flammable liquids |Flam. Liquid 1 . ||V| |H226: Flammable liquid and wapo Hv
Flammable zolids % |v | 4 |v data lacking
Self-reactive substances A |v | A |v data lacking
and mixtures
Pyrophoric liquids % |v | 4 |v data lacking
Pyrophoric solids % |V | |v data lacking
Self-heating substances A |v | 3 |v data lacking
and mixtures
Substances and mixtures Y |v | 2 |- data lacking
which in contact with water
emit flammable gases
Oxidizing liquids |Cxid. Liquid 2 . ||v| |H2?1: May cause fire or explosion ™ |Lj 4 ‘v
Cxidising solids s |V | |v data lacking - Hv
Qrganic peroxides % |v | 4 |v data lacking 4 Hv
Corrosive to metals . |v | . |v data lacking 4, Hv

4.2.1.3 Block ‘Health hazards’

For all hazard classes and differentiations indicated in the block “Health hazards”, either the
first two fields (i.e. fields “Hazard category” and “Hazard statement”) should be filled in or the
field “Reason for no classification” should be filled in (Figure 30).

If a substance is classified for either “Specific target organ toxicity — single” (STOT-single) or
for “Specific target organ toxicity — repeated” (STOT-repeated) then you are required to fill in
also the field “Affected organs” (Figure 30). Failure to do so will be recognised at the
technical completeness check stage. For these and other hazard classes/differentiations, you
are also advised to indicate the “Route of exposure”.

. In keeping with the rules imposed under the CLP regulation (GHS), the field “Affected
organs” is now compulsory to pass the completeness check if the substance has been
classified STOT-single or STOT-repeated.
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Figure 30:  Health hazards

A

ECHA

http://echa.europa.eu

Health hazards

Hazard statement

Reasan for no classification

Acute toxicity - orall q |B | q[ﬂ |data\acking “
Acute toxicity - dermal | \|E| | \|E| |data\acking -§|E]
Acute toxicity - inhalation) | »|E| | «,|E| |data\acking \,”ﬂ
Skin corrosion/firritation| | \|E| | \|E| |data\acking -§|E]
Serious ?;Z ‘Ijrarv‘t:;?;“ ‘|E| | \|E| |data\acking %|E]
Rezpiratory sensitisation| | \|E| | \|E| |data\ack|ng -§|E]
Skin sensitisation|| A~ | L[t acking A
Aspiration hazard|| A [ 4+ |[=ata1acking A
Reproductive toxicity
Repraductive toxicity §|E| | ‘|E| |data\acking §|B
Specific effect | @,
Route of exposure | \|E|| A,
E\flf:CI;itﬂa:DUn| \|E| | \|E| [rtata acking k|E]
Germ cell icity
¥ A @
= 3o X
Hazard statement Reason for no classification
Germ cell mutagenicity | SEh |~ [satatacking \|F]
Raute of expasure | k|8| ]
Carcinogenicity
¥ a B
3 Toge | ¥

Hazard statement

Reazon for no classification

Carcinogemcity”

@ ”:] |data lacking

Route of exposure |

Specific target organ toxicity - single

STOT Single Exp. 1

Hazard statement

Reason for no classification

Specific target Organ“s-roT Single Exp. 1

‘\”q |H371: May cause damage t ‘\"V] |

toxicity - singl

Affected organs |Kidneys

Q

3]

Route of exposure [Oral

Specific target organ toxicity - r

STOT Rep. Exp. 1

Hazard statement

Reason for no classification

Specific target organ

STOT Rep. Exp. 1

-‘\”q |H3?3: May cause damage tu-‘\|iv] |

toxicity - repeated

| Affected organs | liver

[}
:Route of exposure [Cral

g5
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4.2.1.4 Block ‘Specific concentration limits’

In case there is/are specific concentration limit(s), you need to indicate it/them by filling in at
least one of the two fields for “Concentration range (%)” and in addition, you also need to
select a “Hazard category” (Figure 31).

1 If data is entered in the block “Specific concentration limits“, it will be checked for
technical completeness. If a block has been created both “Concentration range (%)”
and “Hazard category” should be provided otherwise a failure will be recognised at the
technical completeness check stage.

Figure 31:  Specific concentration limits
Specific concentration limits

¥ a
=10 ® - @ X
Concentration range ) [:- V] |lD | [ VI | I
Hazard categories
¥ a
Expl. Div. 1.1 & ¢ oo X
IEpr.Di\r. 11 2 ”vl

4.2.1.5 Block Environmental hazards

For all hazard classes indicated in the block “Environmental hazards”, either the two first
fields (i.e. fields “Hazard category” and “Hazard statement”) should be filled in or the field
“Reason for no classification” should be filled in (Figure 32).

Figure 32:  Environmental hazards

Environmental hazards
Hazard category Hazard statement Reaszon for no classification

HazardoustothE“Aquaﬁc Acute 2 4 ”;] |H4Dl:Toxic to aquatic life. . |i'| |

aguatic environment
{acutefshart-term)

Hazardoustothe| A |v | - |v i|data|acking

aquatic environment
{long-term}

M-Factor acute |1

r
1
1
1
| M-Factor chronic |1D
I

_______________

Hazard category Hazard statement Reaszon for no classification

Hazardoustothe| A |v | . |v ||data|acking

ozone layer

Further recommendations on how to fill in the block “Environmental hazards"
including M-Factors are provided in Chapter 5.7 of Data Submission Manual 12
at:

-

http://echa.europa.eu/reachit/inventory notification/notification _how en.asp .
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4.2.1.6 Labelling for section 2.1
A selection is required in the field “Signal word” (“Danger”, “warning” or “no signal word”).

In addition, if at least one hazard class or differentiation is classified as hazardous then at
least one hazard statement should be indicated in this “Labelling” block (Figure 33).

If applicable, you are also advised to indicate the “Hazard pictogram” and the “CLP
supplemental hazard statement”.

Figure 33:  Labelling for IUCLID section 2.1
Labelling

Sighal word |Danger A |B

¥ & o

GHS01: exploding bomb I B

I
I

1

1

1

1

1

1

1

1

1

:

1 Hazard -

GH501: exploding bomb %

: Pictogram Ged | P 4 |B
1

1

1

1

L

=

Hazard statements
¥ & oo
H200: Unstable explosives. ® 0 3| X
Hazard statement |H2DU: Unstable explasives. : ”ﬂ
Additional text | 4
Precautionary statements
¥ A 4}-'|

iAdditinnaI labelling requirements .

1
i ¥z p
1 _ (]
i R BIN|
1 (]
1 (]
Il CLPsupplemental hazard statement | ) |E] {
1 L]

(]
i Additional text | 3R
1
i |
- J

1 In the case where there is no valid hazard statement(s) from the pick-list, you may
select a CLP supplemental hazard statement from the pick-list.

For dossiers of isolated intermediates, this “Labelling” block will not be checked for
completeness.

4.2.2 Section 2.2 -DSD - DPD
4.2.2.1 Classification

With the entry into force of the CLP Regulation (GHS), the C&L information provided in
section “2.2 DSD-DPD” according to Directive 67/548/EEC (DSD) is only optional from 1
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December 2010. However, if a block is created in section ‘2.2 — DSD-DPD’, then it must be
technically complete. For technical completeness, you must select either ‘67/548/EEC annex
17, or '67/548/EEC self classification’ or ’'other:’ in the ’'Status’ field. Depending on this
selection, the requirements vary and as such, you are advised to follow the instructions as
indicated below:

e |f‘'67/548/EEC annex 1’ is selected in the field 'Status’, then at least one classification
field must be filled in (explosiveness, oxidising properties ...) (Figure 34). Note that
the ‘Reason for no classification’ is prefilled to ‘Data lacking’ by default.

Figure 34:  ‘Annex 1’ status - Classification entry fields

" “aenitt e & e

Classification
Classification Reazon for no classification
Explosiveness |[™ |data|acking a ||v|
Oxidizsing properties |~ [data larking o[
Flammability | ™ F: R11 Highly flammable; Highly flammahie @ | |v
Thermal stability | ™ |da‘a|ac'<“"9 s “'l
Acute toxicity | |data|acking s “'l
- |data|acking - ||v|
Acute toxicity - irreversible
damage after single exposure
Repeated dose toxicity | ™ |data|ack|ng ||v|
Irritation ¢ Corrosion |~ [dara 1acking =]
Sensitisation [+ [data racking <[+
Carcinogenicity | [daratacking =]
Mutagenicity - Genetic Toxicity ' |' |da‘a lacking 3 “:J
Toxicity to reproduction - A |v |data lacking A, ”:l
Fertility —
Toxicity to reproduction - 1 |- |data lacking 3 “:l
development
Taxicity to repraoduction - Y |v |data lacking “:l
breastfed babies —
Ervironment | ™ |data|acking a ||v|

Labelling

adeiptesm 28 Soage

If the field “Status” indicates “67/548/EEC self classification” or “other:” then information must
be provided for all the endpoints (Figure 35).
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Figure 35:  ‘Self classification’ or ‘Other’ status - Classification entry fields and reason for not
classifying

& Substance: =
AEC
R T T x
Classification
Clazzification Reazon for no classification
Explosiveness | ™ data lacking -\m”'
Oxidising properties | ™ data lacking slP
Flammability |™ Fi R11 Highly flammable; Highly flammable [£] .‘,l.v
Thermal stability | ™ data lacking @, ”:
Acute toxicity |7 data lacking «,”:
i data lacking b |F
Acute toxicity - irreversible
damage after single exposure
Repeated dose taxicity | ™ data lacking \”:
Irritation / Corrosion | ™ data lacking A, |F
Senzitisation -mlv data lacking §|F
Carcinogenicity ulv data lacking »”;
Mutagenicity - Genetic Toxicity < |v data lacking -.”:
Toxicity to reproduction - A |' data lacking “”;
Tertility
Toxicity to reproduction - a, |' data lacking Y |F
development
Taxicity to repraduction - "l:v. data lacking \,”;
breastfed babies =
Enwironment | ™ data lacking \”:
Labelling
i R S Bpmged
#

4.2.2.2 Labelling for section 2.2

If at least one classification has been indicated for an endpoint, then at least one “Risk
phrase” must be indicated. A “Safety phrase” should also normally be provided in this case
(see Figure 36).
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Figure 36:  Risk phrases

é Substance: 2,2'-bipyridyl IUC4 DS 21315 £ 2,2'-bipyridyl £ 2,2'-E =8
= —
-
i - -
(&l g
4 e - -
4 o AT B )
" - -
Labelling
Indication of danger
¥ a ¢
T - toxic ¥ v b X
Risk phrases
¥ a ¢
R25 - toxic if swallowed ¥ ¢ Do X
Safety phrases
¥ a ¢
S36/37 - wiear suitable protective clothing and gloves ¥ v i X
apees: A e @V " "
-

For dossiers of isolated intermediates, this “Labelling” block will not be checked for
completeness.

4.3 Section 3 - Manufacture, use and exposure

This chapter provides information on how to provide data in IUCLID on the technological
processes used, estimated quantities, site(s), form in the supply chain, identified use and
exposure, advice against the use of the chemical, and waste from the production and use.
Each topic will be presented in a separate chapter.

4.3.1 Section 3.1 - Technological process

Following the requirement of section 3.2 of Annex VI of REACH, if the box “Manufacturer” is
ticked in section “1.1 Identification”, then information must be provided in the field “Methods
of manufacture” as shown in Figure 37.
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Figure 37:  Entry field Methods of manufacture

RECHA

http://echa.europa.eu

& substance: wessiiiewie o S Chumi S =
Technological process
¥ & o
The methods of manufacture are included here.... = } dh |

P

Methods of manufacture | The methods of manufacture are included here...

4.3.2 Section 3.2 - Estimated quantities

Manufacturers/importers of a substance and producers of an article have to give information
on their tonnage (manufactured, imported and/or used in articles) per year that is subject to
registration (Annex VI of REACH, sections 3.1) and also an indication of the tonnage used
for their own use(s) (Annex VI of REACH section 3.3). This corresponds to section “3.2
Estimated quantities” and it will be checked that the fields “Year” and “Total tonnage”

(manufactured and/or imported) are completed Figure 38.

If several blocks are created in this section, all of them have to be completed.

¢ Information to provide in the field “Tonnage” is the total tonnage manufactured or
imported in the form of a substance on its own or in preparations, including
“intermediate” uses. It should not include the tonnage of the substance imported in
articles. For further information see chapter 1.6.2 ‘Calculation of the volume to be
registered’ found in the “Guidance on registration” available at:

http://quidance.echa.europa.eu/docs/quidance document/reqgistration en.pdf
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Figure 38:  Estimated quantities and year
Estimated quantities
¥ A &
2009 3 L LN 4
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Total tonnage
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Imported tonnes fyear

Details on tonnages

Tonnage for own use tonnes fyear
Tonnage imported in article l:l tonnesfyear
Tonnage used as intermediate under l:l tonnesyear
strictly contralled conditions transported) ¥
Tonnage used as intermediate under
tonnes fyear
strictly controlled conditions {on-site)
Tonnhage used in the l:l tonnes/year
production of articles ¥
Tonhage used for
TONNes year
research purposes

Remarks |The total tonnage manufactured inthe form of a substance on its own oF in preparations.

z010 ¥ i s X
2011 ¥4 3P X
2012 ¥ & 0 X

In addition to these rules, it is also recommended to fill in the fields under “Details on
tonnages” where relevant (e.g. for dossiers which include tonnages of isolated intermediates

or substances in articles).
4.3.3 Section 3.3 - Sites

As specified in section 1.1.3 of Annex VI of REACH, the location of the registrant’s
production and own use site(s) must be provided, as appropriate. Therefore, every site
created by clicking on the green cross button (Figure 39) must have a site linked to it (to do

so one should click on the chain button (Figure 39)).

Figure 39:  Site entry field
& Substance: T W S A —E
Sites
P l
¥ ale
Training Site E3 Nx
SiteI i Training Site A, ") |§| v

Legal entity owwer | 4 TechniData AG / Markdorf f Germany

["] Production site
Use site

-

If the box “Manufacturer” is ticked in IUCLID section “1.1 ldentification”, then at least

one production site must be provided, i.e. one site should have the box “Production

site” ticked (Figure 40)
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Figure 40:  Tick box production site
e i e e e b Wt e = [l
¥ @
Training Site & 0 2 X
Site | g Training Site 4 ”z]@ &
Legal entity owner | 3 TechniData AG / Markdorf / Cermany 4, ”z]

Production site

[ ] Use site

In addition, for each site created at least one of the two boxes “Production site” or “Use site”
must be ticked. In addition, the fields that must be filled in for each site are the “Site name”,
“Address”, “Postal code”, “Town” and “Country” as shown in Figure 41.

Figure 41:  Site name and contact address
=8
Site flags
LF |
General infermation
Site ”ameltest .;H‘
Legal entity om.ner| 5l European Chemicals Agency / Helsinki / Finland Q | ..,

Remarks | @, |

Other IT system identifiers

Flags IT system IC

Remarks

o] ==} ]

Contact address

Address flags [ P

Adress | x|

Address | a]

Toun | )

Region / State | a]
couy| T T

Phone | @ |

Fax| "o|

E—mail| -\,|

Web site | @, |

4.3.4 Section 3.4 - Form in the supply chain

This information is required in Annex VI section 3.4 of the REACH Regulation. Therefore at

least one of the following must be done:

e eijther the checkbox “available as substance” is ticked,

e or the checkbox “substance in mixture” is ticked and a value is given in the field

“typical concentration” (with its unit),
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e or the checkbox “substance in article” is ticked and a value is given in the field
“tonnage”.

Figure 42 shows the entry fields discussed above.

Figure 42:  Information for the block “Form in the supply chain”

& substance: o n ik dgenn £ b (AT SO SINEE) 52 niimaiel Sl 5 SN0 =
Form in the supply chain
¥ & @
4 3 b X
Available as substance
[] Awailable as substance
Substance in mixture
[] Substance in mixture
¥ R o
RPN
Trade name of mixture | 4 |
Type of mixture | 4, |
Tvpicalconcemration| v| | | v‘ I | I vI
Substance in article
[] Substance in article
¥ A
® X
Descriprion of aricle
Amount
Remarks

4.3.5 Section 3.5 - Identified uses

This chapter provides information on the identified use and overall use and exposure of a
chemical.

4.35.1 Information on uses

According to Annex VI section 3.5 of the REACH Regulation, registrants have to provide a
brief general description of their identified use(s). Therefore, this section has to contain at
least one of the following (Figure 43):

- either a complete row for "Uses by workers in industrial settings": ("ldentified use name”,
"Process category"”, "Environmental Release Category" and "Subsequent service life relevant
for that use?" are filled in) OR ("Identified use name", "Process category" and "Sector of end
use" are filled in),

- or a complete row for "Uses by professional workers": ("ldentified use name", "Process
category ", "Environmental Release Category" and "Subsequent service life relevant for that
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use?" are filled in) OR ("Identified use name", "Process category" and "Sector of end use"
are filled in),

- or a complete row for "Uses by consumers": ("ldentified use name" and "Subsequent
service life relevant for that use?" are is filled in) OR ("Identified use name" and "Sector of
end use" are filled in),

- or a selection in the Pick-list "Justification why no identified uses are reported”. In case
"Other" is selected as justification then the adjacent free text field must be filled in.

When completing this section, please note the following:

- If several rows are created in a table then all of these rows have to be complete (e.g. if
there are two rows under "Uses by professional workers" then both rows have to be
complete).

- If rows are created in more than one table then all of these rows have to be complete (e.g. if
there is one row under "Uses by professional workers" and one row under "Uses by
consumer" then both rows have to be complete).

- The field “Subsequent service life relevant for that use?” is filled in by default with a “yes” if
you are using IUCLID version 5.2.2 or later. Therefore, you should change this value
appropriately.

- If "Other:" is selected in any of the pick-lists then the adjacent free text field must be filled
in.

Figure 43:  Information on identified uses

& substance: s Silenwhis ¢ Saomiene s | W Camm _ 52

Identified uses

Information on uses

|Uses by workers in industrial settings|

Flags | U number | Identified use name |Pr0cess categ...|E | Exposur

Use, by warkers fn industrial setting X

Add another uze by worker in industrial setting

| [ Add..

.1.,‘ =]
- 1 U number
IUses by professional workers|
Identified use name | |
Flags | U number | Identifie... & | Process cat..|Environme
Process category [+ |
Enviranmental release category [ 1
Substance supplied to that use in form of |+
————— Market sector by type of chemical product [+
@Add... ‘ &1 Sectorof end use f» ]
I—I Subseguent service life relevant Tor that use?
Uses by consumers i
¥ ! Article category related to subsequent service life [+
Flags | U number | Identified u...| Chemical pr..|Environme T B e e e

[ Eada. | i ™ T

Closed system

[] all identified uses take place in closed system

Justification why no identified uses are reported

[ | ]

t For substances registered at more than 10 tonnes, the information provided in this
block must also be indicated in the CSR.
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For substances registered between 1 to 10 tonnes, exposure information as specified
in section 6 of REACH Annex VI must be provided. However the requirements listed in
this section 6 will be considered as fulfilled if the rules mentioned above have been
followed. As a consequence it means that there are no additional TCC checks done
on IUCLID section 3.5 for substances registered between 1 to 10 tonnes.

4.3.5.2 Most common technical functions of the substance

A selection must be done in the Pick-list "Technical function of substance" or a description of
the function/use of the substance must be provided in the "Remarks" field (Figure 44).

Figure 44:  Most common technical functions of the substance

4 4

-

Most common technical functions of the substance

Technical function of substance ‘v Colouring agents, dyes @
fahat it does)

Remarks

4.3.6 Section 3.6 - Uses advised against

According to Annex VI section 3.7 of the REACH Regulation, registrants have to provide
information on their uses advised against.

If no uses advised against have been identified then you should not enter any information in
IUCLID Section “3.6 Uses advised against”.

If you have identified use(s) advised against, then you must add a row for each use advised
against and fill in as a minimum the field “Used advised against name” or the field “Remarks”.

4.3.7 Section 3.7 - Waste from production and use

According to Annex VI section 3.6 of the REACH Regulation, registrants have to provide
information on waste quantities and composition of waste.

If no waste has been identified then you should not create any repeatable blocks in IUCLID
Section “3.7 Waste from production and use”.

If you have identified waste then you must create a repeatable block for each waste type and
fill in at least one of the fields of this block: “Estimated quantities”, “Composition” or
“Remarks” (Figure 45).
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Figure 45:  Entry fields for waste quantities and composition
Swes SR e ) W G -

Waste from production and use

¥ x o

The waste resulting from the manuracture of the substance is composed of. = LR

e \

Estimated quantities | 200kg \ I

Composition (The waste resulting from the manufacture of the substance is composed of...

Remarks

4.4 Sections 4,5, 6, 7 and 8 - Endpoint sections

This chapter discusses several endpoint sections in IUCLID and provides some background,
a description of the approach to be followed, data waiving, testing proposals, how to deal
with study results and PNEC/DNEL data.

4.4.1 Background

This part of the document deals with the general rules for the scientific studies submitted
following Annexes VII to Xl of the REACH Regulation, which are to be presented in sections
4 to 8 of IUCLID 5 as follows:

e |UCLID Section “4 Physical and chemical properties”
e |UCLID Section “5 Environmental fate and pathways”
e |UCLID Section “6 Ecotoxicological information”

e |UCLID Section “7 Toxicological information”

e |UCLID Section “8 Analytical information”

The particular studies that are required in a dossier are dependant on the type of registration
and on the tonnage band of the dossier (see Annex 1). Once you have determined which
studies need to be provided in the dossier, the content of each study must be provided. The
following chapter indicates the rules for completing the content of each study.

The rules only apply to those studies listed in column 1 of REACH Annexes VIl to X, i.e.
studies not listed in these columns will not be checked for completeness. However, testing
proposals must be always complete regardless of the endpoint.

For each endpoint study record, the same fields have to be checked for the administrative
data, the data source and the materials and methods blocks (except some additional fields
for few endpoints in the block “Material and methods”). On the other hand the block “Results
and discussions” is more endpoint-specific and, therefore, the fields to be filled in vary from
one endpoint to the other.

In addition it should be noted that an endpoint study record could be a study summary or a
robust study summary (i.e. a detailed summary of a full study report). In cases where no test
data is submitted for the registered substance, an endpoint study record could be a
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calculated estimation, read-across, (Q)SAR, testing proposal (experimental study planned) or
a data waiver.

4.4.2 Description of the approach to follow

The approach to follow in order to complete the set of endpoint studies required under the
REACH Annexes VIl to X is the following:

Each requirement indicated in columns 1 of REACH Annexes VII-X must correspond
to at least one complete endpoint study record in IUCLID.

If no data waiver, no testing proposal, no key study and no weight of evidence study
are provided for a required endpoint, then the endpoint will be considered as
incomplete.

All data waivers, testing proposals, weight of evidence and key studies must be
complete. As a consequence, if there is more than one key study per endpoint then
all of these key studies must be complete.

Data waiving: If the study has been waived according to (i) the specific rules for
adaptation in Annexes VII-X, or, (i) Annex Xl principles, then this must be identified in
the endpoint study record, and a justification must be entered in the appropriate field.
In this case, no further information is required in the endpoint study record.

Testing proposal: If, for the information requirements in Annexes IX and X, a testing
proposal has been submitted instead of a study result then, as a minimum,
information about the guideline/method and the time schedule must be provided.

Weight of evidence and Key study: If no data waiving or testing proposal is provided
for an endpoint, then at least one record flagged as key study or as weight of
evidence must be provided. A key study and a weight of evidence are endpoint study
records for which the “Purpose flag” field is respectively set to “key study” or to
“weight of evidence”. For weight of evidence and key studies certain minimum
information is required in the “Administrative data”, “Data source”, “Materials and
methods” and “Results and discussions” blocks. These requirements are detailed in
the following sections, based on the rationale that for the majority of study types it is
possible to identify certain basic fields that must normally be completed in order to be
able to draw conclusions from the study (and indeed to use the results for later
evaluation and dissemination of information).

An endpoint study record cannot be at the same time a data waiving, a testing
proposal and/or a study summary. As a consequence you should not at the same
time provide information for waiving the data (i.e. fill in the fields “Data waiving” and
“Justification for data waiving”), select "Experimental study planned" in the field
"Study result type" and/or do a selection in the field "Purpose flag".

A patrticular information requirement in REACH can be indicated in more than one
endpoint in IUCLID 5 (e.g. the section 8.6.1 of Annex VIII of REACH requires a short
term repeated dose toxicity which could be in IUCLID 5 sections 7.5.1, 7.5.2 or 7.5.3
depending on the likely route of human exposure). In other cases, the opposite
applies and one endpoint study in IUCLID 5 (e.g. section “7.3.1 skin
irritation/corrosion”) could be used to meet more than one REACH data requirement
(see Annex 1). Therefore one IUCLID section could correspond to two or three
REACH Annex numbers and one REACH Annex number could correspond to two or
three IUCLID sections:
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e If one IUCLID section corresponds to two or three REACH Annex numbers then one
endpoint study record in this IUCLID section could be enough to cover the two or
three REACH requirements.

1. This rule is true except for dossiers above 10 tonnes for which at least 2 endpoint
study records must be provided in IUCLID section 7.6.1.

¢ If one REACH Annex number corresponds to two or three IUCLID sections then one
endpoint study record in one of these IUCLID sections is enough to cover this
REACH requirement.

For the specific case of the endpoint acute toxicity (section 7.2.1, 7.2.2 and 7.2.3 of
IUCLID), in case of dossier for tonnage band over 10 tons, Annex VIII of REACH
establishes that in addition to the oral route, for substances other than gases, acute
toxicity tests should be provided for at least one other route. This means that the three
sections “7.2.1 Acute Toxicity: oral”, “7.2.2 Acute toxicity: inhalation” and “7.2.3 Acute
toxicity: dermal” will be checked for completeness. If one of them is not relevant, this
should be indicated by creating a data waiver for the non-relevant route(s).

Further information on this IUCLID-REACH endpoint study mapping is provided in Annex 1 of
this document (see column “Specific rules for IUCLID-REACH relationships different to a one
to one relationship”).

L]

In addition please note that in cases where more than one study is provided for one endpoint
then an endpoint summary can be created to summarise and highlight the main points of
your endpoint study records. These endpoint summaries can be created by making a right
click on the specific IUCLID 5 endpoint (creation of a blue ball sigma sign summary).
However please note that these endpoint summaries will not be checked for completeness
except the general one for section 6 “Ecotoxicological information” and the general one for
section 7 “Toxicological information” (i.e. where the PNEC and DNEL should be reported).
Further information on how to complete these two endpoint summaries is provided in the
“PNECs and DNELs” chapter 4.4.6 of this document.

1 Please note that the generation of a Chemical Safety Report (CSR) by means of the
CSR plugin can only be accomplished if appropriate endpoint summaries are
provided.

The approach described above results in the following practical scheme (see Figure 46).
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Figure 46:  General scheme to check the completeness of an endpoint study record
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4.4.3 Adaptation of the standard testing regime

This chapter discusses adaptations from the standard testing regime for information
requirements under Annexes VIl to X.

In case there is a deviation from the standard testing regime, the fields indicated below are
the minimum to be filled-in in order to pass the Technical Completeness Check. However, in
addition to these, all the other fields under “Data sources”, “Materials and methods” and
“Results and discussion” can be used to provide any other relevant information about the
study.

When the information provided in an endpoint study record comes from a study sufficiently
adequate and reliable to fulfil information requirements on its own, this should be flagged as
key study. If the information comes from a source of information less reliable or adequate
(e.g. an experimental study with deviations from the guidelines) it should normally be flagged
as “weight of evidence” and be used in combination with other sources of information (that
should be included in other endpoint study records). For more information on the concepts of
“key study” and “weight of evidence”, check section 8.2.2.6 “Information requirements on
inherent properties” found in “Guidance on registration” available at:

http://quidance.echa.europa.eu/docs/quidance document/reqgistration en.pdf

If handbook data are used in an endpoint study record and that there is no information about
the study result type then the flag “study result type” should not be set to “experimental
study” but instead to “no data” or “other:”.

In general, when a record contains data waiving information (i.e. a selection in the “Data
waiving” pick list and a justification written in the “Justification for data waiving” free text
field), it is recommended to sort it in such a way that it appears as the first record of the
respective section. It should also be noted that an individual data waiving record should
stand alone and not be mixed with other data such as existing study summaries. These
should be summarised in separate Endpoint Study Records. A check will be carried out to
ascertain whether a data waiving has been submitted instead of data as this means that no
further checking is then required for the endpoint study record. In cases where a reason for
data waiving has been selected in the pick list “Data waiving” then the only further field that
will need to be filled-in in the endpoint study record is the field “Justification for data waiving”
(Figure 47).
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Figure 47:  Pick list and justification field for data waiving
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A) Specific adaptation from column 2 of REACH Annexes VIl to X:
e Purpose flag: empty

e Data waiving: a selection must be done in the pick list (Note: “other justification” can
be selected if none of the other options are adequate)

o Justification for data waiving: reference to the appropriate REACH Annex (e.g. in
accordance with column 2 of REACH Annex VI, the in-vivo skin irritation study
(required in section 8.1.1) does not need to be conducted as the substance is a
strong acid (pH<2))

e Study result type: empty
¢ Reliability score: empty

B) Last introductory paragraph of the REACH Annexes VIl to X:

This paragraph states that “When, for certain endpoints, information is not provided for other
reasons than those mentioned in column 2 of this Annex or in Annex Xl, this fact and the
reasons shall also be clearly stated.” The approach to be followed in this case is:

e Purpose flag: empty

e Data waiving: “other justification”

e Justification for data waiving: appropriate justification
o Reliability score: empty

e Study result type: empty

C) General adaptation from section 1, REACH Annex Xl: Testing does not appear
scientifically necessary
1. Use of existing data

Existing data can be used on its own, in case they are sufficiently adequate and reliable to
fulfil the information requirements for a given endpoint (key study) or as part of a weight of
evidence approach.

Option 1:
e Purpose flag: key study

Version: 2.8 Page 49 of 95
Release: 04/2011



Data Submission Manual m ECHA

Part 05 - How to complete a technical dossier http://echa.europa.eu
for registrations and PPORD
notifications

¢ Data waiving: empty
e Justification for data waiving: empty

e Other fields in the blocks “administrative data” (such as “study result type” and
“reliability”), “data source”, “materials and methods” and “results and discussion” must
be filled in as described for study results (see chapter 4.4.5 of this manual)

Option 2:
e Purpose flag: weight of evidence

o Data waiving: empty (although if a selection is done in this field this will not result in a
Technical Completeness Check failure)

e Justification for data waiving: empty

e Other fields in the blocks “administrative data” (such as “study result type” and
“reliability”), “data source”, “materials and methods” and “results and discussion” must
be filled in as described for study results (see chapter 4.4.5 of this manual)

Option 3:

This option should be considered only if existing data are used to fulfil the information
requirements and for which even the minimum fields required for a standard study summary
could not be filled in:

e Purpose flag: empty
¢ Data waiving: study scientifically not justified

o Justification for data waiving: provide explanation as to why the existing data make
unnecessary from the scientific point of view to perform the test

e Other fields in the blocks “administrative data” (such as “study result type” and
“reliability”), “data source”, “materials and methods” and “results and discussion”
should be filled in as much as possible as described for study results (see chapter
4.4.5 of this manual)

2. Weight of evidence
In general for a weight of evidence approach you should provide:
e Several endpoint study records with the purpose flag “weight of evidence”

e An endpoint summary to give an appraisal of all the information provided in the
different endpoint study record flagged as “weight of evidence” and a rationale for
using this evidence instead of standard testing

Option 1

(Standard option for studies considered as less adequate/reliable or for studies based on
newly developed test methods):

e Purpose flag: weight of evidence

e Data waiving: empty (although if “study scientifically not justified” is indicated, it will
not be considered a Technical Completeness Check failure)

¢ Justification for data waiving: empty (since it is already indicated in the purpose flag
that the endpoint study records is part of a weight of evidence approach)
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e Other fields in the blocks “administrative data” (such as “study result type” and
“reliability”), “data source”, “materials and methods” and “results and discussion” must
be filled in as described for study results (see chapter 4.4.5 of this manual)

Option 2

(This option should be considered only in the rare cases of information used for a weight of
evidence approach for which even the minimum fields required for a standard study
summary could not be filled in):

e Purpose flag: weight of evidence
e Data waiving: study scientifically not justified

e Justification for data waiving: when the information does not come from a test report,
and the minimum fields required cannot be filled in then it must be indicated in this
free text field

e Other fields in the blocks “administrative data” (such as “study result type” and
“reliability”), “data source”, “materials and methods” and “results and discussion”
should be filled in as much as possible as described for study results (see chapter
4.4.5 of this manual)

3. QSAR

A QSAR can be used on its own in case it is sufficiently adequate and reliable or as part of a
weight of evidence approach.

Option 1:
e Purpose flag: Key study
e Data waiving: empty
¢ Justification for data waiving: empty
e Study result type: (Q)SAR
¢ Reliability score must be provided

e Other fields in the blocks “data source”, “materials and methods” and “results and
discussion” must be filled in as described for study results (see chapter 4.4.5 of this
manual)

e Other information: the (Q)SAR model reporting format (QMRF) and the (Q)SAR
prediction reporting format (QPRF) should be attached to this endpoint study record
(http://guidance.echa.europa.eu/docs/quidance_document/information_requirements

ré_en.pdf?vers=20 08 08)

Option 2

e Purpose flag: weight of evidence

e Data waiving: empty ((although if “study scientifically not justified” is indicated, it will
not be considered a Technical Completeness Check failure)

e Justification for data waiving: empty, since it is already indicated in the purpose flag
that the ESR is part of a weight of evidence approach

e Study result type: (Q)SAR

¢ Reliability score must be provided
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Other fields in the blocks “data source”, “materials and methods” and “results and
discussion” must be filled in as described for study results (see chapter 4.4.5 of this
manual)

Other information: the (Q)SAR model reporting format (QMRF) and the (Q)SAR
prediction reporting format (QPRF) should be attached to this endpoint study record
(http://quidance.echa.europa.eu/docs/quidance_document/information_requirements

ré_en.pdf?vers=20 08 08). An endpoint study summary could be created for the
concerned endpoint (see point 2. 'Weight of evidence’)

4. In vitro

An in-vitro study can be used on its own in case it is sufficiently adequate and reliable (key
study) or as part of a Weight of evidence approach.

Option
[}
o

1:

Purpose flag: key study

Data waiving: empty

Justification for data waiving: empty
Study result type: experimental study
Reliability score must be provided

Other fields in the blocks “data source”, “materials and methods” and “results and
discussion” must be filled in as described for study results (see chapter 4.4.5 of this
manual)

2:
Purpose flag: weight of evidence

Data waiving: empty (although if “study scientifically not justified” is indicated, it will
not be considered a Technical Completeness Check failure)

Justification for data waiving: empty, since it is already indicated in the purpose flag
that this record is part of a weight of evidence approach

Study result type: experimental study
Reliability score must be provided

Other fields in the blocks “data source”, “materials and methods” and “results and
discussion” must be filled in as described for study results (see chapter 4.4.5 of this
manual)

Other information: an endpoint study summary could be created for the concerned
endpoint (see point 2. ‘Weight of evidence’).

5. Grouping and read-across

If a substance is part of a category then a IUCLID category should be created and added to
the dossier. Inherited templates could be used.

Endpoint study records in an inherit template which link to a category will be checked for
completeness.

Endpoint study records in category members will not be checked for completeness.
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Endpoint study records provided in the substance dataset of the registered substance must
follow the approach mentioned below.

Option 1:

Purpose flag: key study
Data waiving: empty
Justification for data waiving: empty

Study result type: read-across based on grouping of substances (category approach)
or read-across from supporting substance (structural analogue or surrogate).

Reliability score must be provided

Other fields in the blocks “data source”, “materials and methods” and “results and
discussion” must be filled in as described for study results (see chapter 4.4.5 of this
manual)

Other information: category reporting format should be attached
(http://quidance.echa.europa.eu/docs/quidance document/information requirements
r6_en.pdf?vers=20 08 08)

2:

Purpose flag: weight of evidence

Data waiving: empty (study scientifically not justified can be indicated)

Justification for data waiving: empty, since it is already indicated in the purpose flag
that the endpoint study record is part of a weight of evidence approach

Study result type: read-across based on grouping of substances (category approach)
or read-across from supporting substance (structural analogue or surrogate)

Reliability score must be provided

Other fields in the blocks “data source”, “materials and methods” and “results and
discussion” must be filled in as described for study results (see chapter 4.4.5 of this
manual)

Other  information:  category reporting format should be  attached
(http://quidance.echa.europa.eu/docs/quidance_document/information_requirements

ré_en.pdf?vers=20 08 08). An endpoint study summary could be created for the
concerned endpoint (see point 2. ‘Weight of evidence’)

D) General adaptation from section 2, REACH Annex Xl. Testing is technically not
possible

Purpose flag: empty
Data waiving: study technically not possible

Justification for data waiving: explanation as to why it is not possible to perform the
test

Study result type: empty
Reliability score: empty
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E) General adaptation from section 3, REACH Annex Xl: Substance-tailored exposure-

driven testing

e Purpose flag: empty

o Data waiving: exposure considerations

¢ Justification for data waiving: explanation as to why this is applicable and reference to
the relevant section of the CSR

e Study result type: empty

¢ Reliability score: empty

e Other information: not strictly necessary in the endpoint study record, but this type of
adaptation should be properly documented in the CSR

4.4.4 Testing proposals

For studies requested under REACH Annexes IX and X (see Annex 1 of the present
document, third column), a testing proposal has to be submitted if a valid test result is not
available. This testing proposal must be identified in the endpoint study record by selecting
“experimental study planned” in the field “study result type” (Figure 48).

Figure 48: Pick list for study result type

Administrative Data

W

Purpose flag |

Data waiving |

: ||V| [] robust study summary [ | used for classification [ | used for MSDS

Justification for
data waiving

Study result type |

Reliablility |

T
||v| -’o_r’l

TET X

Rationale for
reliability

experimental result

experimental study planned
estimated by calculation

Data source
Reference

read-across based on grouping of substances {category approach)

Reference type | Author | fear

{read-across from supporting substance {structural analogue or surrogate)

ompany study.. Report date

Mewested, |.L. & (Q3AR
Giesy, P, other: -
Enviran. Taxical.
Chem. 6, | [3 || cancer |
445-]461 (1987)

[ Eag. | | & seecr | e

In this case, information must be provided about the time schedule in the field “Study period”

(Figure 49).
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Figure 49: Indicated time schedule for a testing proposal

@ Endpaint record: Long-term tox

[all fields =]

Administrative Data

(P

Purpose flag | a, |8 [ robust study summary [ | used for classification [ | used for M5DS

Data walving | w|8

Justification for
data waiving

Study result type |experimental study planned Q, |H| '%| Study period |[The study result should be available in March 2012|

Reliablility | a |8|

Rationale for
reliahility

Materials and methods
Test type

I 3

Test guideline

Qualifier | Guideline Deviations

OECD Cuideline 204 (Fish, Prolonged Toxicity Test: 14-day
Study)

Moreover, information about the guideline/method must be provided either in the field
“Guideline” or in the field “Principles of method if other than guideline” (Figure 50) or an
attachment must be present in the field “Attached background material” (Figure 51).
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Figure 50:  Guideline and method used

® Endpoint =

[allfields |

Data waiving |l L Q |tJ

Justification for |
data waiving

Study result type | a, |E]| Q‘| Study period "\|
Reliablility | '&|E| %|

Rationale for
reliability

Materials and methods
Test guideline

Qualifier I Cuideline I Deviations

’ Add... ] I [ Edit... ] [ W Delete ] [ 4 Moe up ] [ ¥ Move donn ]

Principles of method if other than guideline

< |»

Figure 51:  Attach background documents
® Endpoint study record: Short-term tox 101

[allfields |

Attached background material

Attached document | Remarks
environment,jpg / 14.63 KB {imagefjpeq) |
Add... J ’ ] Exdit... l ’ Gl Delete l [ 4 Move up ] [ # Mave dowr ]

Attached full study repaort

Attached full study report
’ Add... l ’ ] Edit... l ’ Gl Delete l [ & Move up ] [ ¥ Move down ]

lllustration {picturefgraph)

’ g Load... ” i zoam... H B Delete ]

Applicant's summary and conclusion
Walidity criteria fulfilled

| b

Conclusians

4.45 Study results

This chapter provides information on how to enter administrative data, the data sources,
material and methods used and how to enter results and discussions.
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445.1 Block Administrative data

A selection must be done in the pick list “Purpose flag” (“key study”, “weight of evidence”,
“supporting study” or “disregarded study”) (Figure 52).

A key study is the study that has been identified as most suitable to describe an
endpoint from the perspective of quality, completeness and representativity of data.
As indicated in REACH, robust summaries will be required of all key data (key
studies) used in the hazard assessment.

A weight of evidence is a record that contributes to a weight of evidence justification
for the non-submission of a particular (adequate) study. The weight of evidence
justification is normally endpoint-related, i.e. is based on all records flagged that way.

A supporting study provides some additional information to support the conclusions
from the key study(ies) or the weight of evidence approach.

A disregarded study is a study which was available to the registrant, but was not
taken into account in the risk assessment of the substance because of lack of quality
or reliability.

Figure 52:  Entry fields for purpose flag and study result type

r Endpaint study record: Short-term taxicity tofish.001 =5

Detail level

allfields

Administrative Data Data source Materials and methods

v| Besults and discussions Overall remarks attachments Applicant's summary and conclusion

Administrative Data

P

Study result type |experimema| result } |t|| | Study period | 4 |

Materials and methods

Test guideline

Purpose flag |key study } |t| D rabust study summary D used for classification D used for MSDS

Datawaiving| . |F|

Justification far
data waiving

Reliab\i\ity|1 {reliable without restriction) : |t|| . |

Rationale for
reliability

Qualifier Guideline Deviations

ffAdd. | §

[o]

It should be kept in mind that all studies flagged as “key study” or as “weight of evidence” will
be checked for completeness. Studies flagged as “supporting study”, “disregarded study” or
for which no selection is done in the pick list “Purpose flag” will not be checked for
completeness.

For instance if you submit twenty endpoint study records for an endpoint, two of them are
flagged as key study and all others are flagged as “supporting study” then only the two key
studies will be checked for completeness. Therefore this rule does not prevent the registrants
from providing all available studies. However it should be kept in mind that all the endpoint
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study records provided should be filled in as much as possible for the purpose of the
following processes: fee calculation, dissemination, priority setting, dossier evaluation.

It also means that if, for instance, a 1-10 tonnes registration dossier contains a key study (or
a weight of evidence) in IUCLID section 6.1.4 “long-term toxicity to aquatic invertebrates”,
this key study (or weight of evidence) should be complete even if this requirement is “only”
listed in REACH Annex IX. It should be noted that if this 1-10 tonnes registration dossier
would not contain any endpoint study record at all in section 6.1.4 or only a study summary
with a empty “Purpose flag” field in this section 6.1.4 then this section would not fail the
completeness check.

In addition, a selection must be made from the pick list “Study result type” (experimental
result, estimated by calculation, read across, QSAR) and from the pick list “Reliability” (1, 2,
3, 4 or other). Afterwards further information must be provided in the blocks “Source data”,
“Materials and methods” and “Results and discussion”.

4452 Block Data source

The full reference has to be provided under the heading reference. Therefore you are
advised to complete as much as possible this reference table. Many combinations are
considered as a complete reference. As a minimum, the field “Year” or the field “Report date”
must be completed. In addition other fields must be completed depending on the data
source. For instance, if the data is:

¢ From a literature source, the field “Bibliographic source” should be provided.

e From a testing laboratory, the field “Testing laboratory” should be completed. Full
address of the testing laboratory (including city and country) should be provided. In
addition either “Report no.”, “Company study no” or “Title” should be provided.

e From a company, either the field “Report no.” should be provided (with also
information in “Author”, “Owner company” or “Title”) or the field “Company study no.”
should be provided (with also information in “Author”, “Owner company” or “Title”)
(Figure 53).

Figure 53:  Entry fields for reference of the data source
Data source

Reference

Reference type Author | ear | Title | Bibliographic s...|Testing Iaborat...| Repart no. |Ouuner company| Company stud...| Report date

ones, M. 1985 The effects of Testing Lab 012345-67 Tester 19§5-11-21
Chemical X an

| [ Add. & e Select e

t.  Note that the CSR plugin captures the fields "Author" and "Year" for specifying the
bibliographic citations in the overview tables. To avoid any manual intervention, it is
recommended to complete these fields in relevant records. If no individuals are cited
as authors, enter name of company or organisation or ‘Anon." as appropriate.

In addition, a value must be selected for the field “Data access” in this IUCLID block “Data
source” (Figure 54).
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Figure 54:  Entry field for data access
® Endpaint s ecard: Den i

iss |
Data source [4]
Reference
Reference type | Author | ear | Title |Bih|iograph\c s...|Testing laborat. | Repart no. | et company| Company stud...| Report date
Jones, M. 1985 The effects of Testing Lab 012345-67 Tester 1985-11-21
Chemical X on
l [F Add.. l ‘ il Edit... | | G Delete | | * bove up | | ¥ Move down | l i Select ] ‘ © Insert |
Data access
|data submitter is data owner QxlF” '3\‘

Data protection claim ed
| A 3

Cross-reference to same study

4.45.3 Block Materials and methods

Guideline

The endpoint study record is considered complete if sufficient information as to the method
used (e.g. OECD guideline) is provided. Therefore a check will be carried out as to whether
information on the method is provided in the field “Guideline” of the table “Test guideline” or
in the field “Principles of method other than guideline” as there might be cases where a
specific method will have to be developed for a substance (Figure 55).

Figure 55:  Entry fields for other guidelines

® Endpoint study record: Density, 001

[all fietds |

IMaterials and methods
Test guideline

Qualifier Cuideline | Deviations
according to QECD Cuideling 109 (Density of Liguids and Solids) |
’ ﬁ Add... ] ’ ﬁ Edit.... ] ’ ﬂ Delete ] [ 4 Move up ] [ 4 Move down ]
Type of method
|pycnometermethod ‘%”;“ ‘%|

Principles of method if other than guideline

GLP

For the endpoint study records that are indicated as an “experimental result”, “read-across
based on grouping of substances (category approach)” or “read-across from supporting
substance (structural analogue or surrogate)” in IUCLID 5 sections “5 Environmental fate and
pathways”, “6 Ecotoxicological information” and “7 Toxicological information”, it must be
indicated whether the study is GLP compliant or not by selecting one of the following options:
“yes (incl. certificate)”, “yes”, “no” or “no data” from the Pick-list “GLP compliance” (Figure
56).
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Figure 56:  Entry fields for GLP compliance

@ Endpoint study record: Short-term toxicity 1o fish, IUC4#1/Ch.4.1 =0
Detail level Administrative Data Data source Materials and methods
|basic fields v| Rezults and discussions Overall remarks, attachments Applicant's summary and conclusion

Materials and methods
Test guideline

Gualifier Cuideline Deviations

I [

Principles of methad if ather than guideline

RE

GLP compliance

yes VH

ves (incl. certificate)

Yes submission substance identity

ho

no data
PRSI ALET TN TUETTUY

Identifier Identity

CAS number
EC number b 40+
EC hame

| [ Ada.. ¥

[4]

It should be noted that if “yes (incl. certificate)” or “yes” is selected then the field “Testing
laboratory” in the table “Reference” of the IUCLID block “Data source” must be filled in.

1. Note that the full contact details of the laboratory (name, address, country) should be
indicated in this “Testing laboratory” field. In addition it should also be noted that,
pursuant to REACH Article 13(4), (eco)toxicological tests shall be carried out
according to GLP, therefore tests carried out after 1 June 2008 should be GLP
compliant.

Test material
A check will be carried out to ascertain whether there is sufficient information provided about
the test material.

There are three options for completing this section. These three alternatives are described
below:

- To select “Yes” in the field “Test material equivalent to submission substance identity”. In
this case it is only optional to provide further information in the table “Test material identity”
and in the field “Details on test material” (Figure 57).

1. Note that this option is not valid for referenced records and for endpoint study records
included in an inherit template. For these types of records information should
compulsorily be given either in the table “Test material identity” or in the field “Details
on test material”.
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Figure 57:  Entry fields to indicate that test material is equivalent to the submission substance identity

® Endpoint recard: Short-term toxicity to fish, IUC4#2 /Ch.4.1

[ basic fields |

Test materials

Test material equivalent to submission substance identity

|

Test material identity

Identifier | Identity

’ Add... ] | |E| Edit... | | 'a—l_| Delete | ‘ ¥ Move up | | B Move down

Details on test material

& | %

1 «

Analytical monitoring

yes -

Wehicle

- To select “No” in the field “Test material equivalent to submission substance identity”. In this
case either the table “test material identity” (“identifier” and “identity”) or the field “Details on
test material” must be filled in (Figure 58).

Figure 58:  Entry fields test material with ‘no’

@ Endpoint study record: Short-term toxicity ta fish, IUC4#2/Ch.4.1

hasic fields «
| £3L

GLP compliance

’no data v” a4,

Test materials
Test material equivalent to submission substance identity

Test material identity

Identifier | Identity
EC number 200-200-2

[’ [T Add... -1 [ ] Edit... l [ i Delete l I & Move up ] [ ¥ Move dowm
Details on test material

i | %

ORD «

Analytical monitoring

yes -

Wehicle

- In rare cases where a selection in the field “Test material equivalent to submission
substance identity” would not be relevant then this field should be let blank. In this case
either the table “test material identity” (“identifier” and “identity”) or the field “Details on test
material” must be filled in (Figure 59).
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Figure 59:  Entry fields to describe the identity of the test material

@ Endpoint study record: Short-term toxicity to fish, IC4#2/Ch.4.1 =8
Detail level Adminiztrative Data Data source Materials and methods

|basic fields v| Results and discuszions Owverall remarks, attachments Applicant's summary and conclusion

| £51 H -

CLP compliance

|no data v| |\

Test materials

Test material equivalent to submizsion substance identity
[

Test material identity

Identifier Identity

g ad. | E

Details on test material

i | %

The test material is the same than the one mentionned in section 6.1.1

T«

Analytical monitaring

yes 7

Wehicle

n T mmn

[a]

In addition to these general rules for this block “materials and methods”, some additional
fields must be filled in for some specific endpoints. The fields to be filled in are the following:

e The field “test type” must be filled in for studies provided under sections 5.2.1, 6.3.5,
751,752,753 and 7.8.1.

e The field “test duration type” must be filled in for studies provided under sections 6.2,
6.3.1, 6.3.2 and 6.3.3.

o The field “type of method” must be filled in for studies provided under sections 7.3.1,
7.3.2and 7.4.1.

e The field “type of study” must be filled in for studies provided under sections 7.4.1 and
7.6.1.

It has to be noted that if “other:” is selected then information must be provided in the adjacent
free text field.

4.45.4 Block Results and discussion

For this block, the fields to be filled in vary from one endpoint to the other. In order to
summarise the general rules applied to this block for all physico-chemical, fate and
behaviour, ecotoxicological and toxicological endpoints, the main points are listed below. As
a general rule, all information considered to form part of the result is checked. Therefore,
depending on the endpoint section, the following information will have to be provided:

e The specific endpoint, effect type/level, the value as well as the unit (e.g. EC50 (48h)
=0.20 mg/L)
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e The parameter measured (e.g. CO2, DOC in the case of a screening biodegradability
test) or the sex of the animals tested if relevant (e.g. toxicity to reproduction)

e Relevant information on parameters applied during the testing phase (e.g.
temperature, pH, concentration)

e The duration of testing if relevant
e FEftc.

Consequently the fields that must be filled in are specific for each endpoint. Annex 2 of this
manual indicates the minimum fields to be filled in. In rare cases where these basic fields can
not be completed, explanatory text must be provided under the field “Any other information
on results incl. tables” (NB: take care not to confuse this free text field with the field named
“Overall remarks”). Alternatively, for the cases in which there is a “Remarks” field at the end
of the table for reporting the results, it is possible to provide the text in this field.

However it should be kept in mind that as much as possible information must be put under
the specific fields of IUCLID 5 for reporting a result and that this field “Any other information
on results incl. tables” should be used only in exceptional cases when for example it is not
possible to report a numerical value in the field due to difficulties during the testing.

446 PNECs and DNELs

For dossiers with a tonnage above 10 tonnes, a CSR must be provided. This CSR should
contain relevant PNECs and DNELs (as mentioned in REACH Annex Il, 8.1). These PNECs
and DNELs must be included in IUCLID 5 by creating an endpoint summary in section “6
Ecotoxicological information” and another one in section “7 Toxicological information” (by
making a right click on IUCLID 5 sections 6 and 7). The information provided in these two
endpoint summaries will be checked for completeness for all dossiers above 10 tonnes
(except for intermediates and PPORD).

4.4.6.1 PNECs

In the endpoint summary of section “6 Ecotoxicological information”, for each of the eight
PNECSs, a selection has to be made in the PNEC field, a numerical value has to be given and
a unit has to be selected. In case a PNEC is not available then a justification for not deriving
a PNEC must be provided in the related field “Justification for no PNEC derivation”.
Therefore all the PNECs (PNEC aqua (freshwater), PNEC aqua (marine water) ... PNEC
oral) must be provided. If one or more PNECSs could not be derived then a justification for not
providing these PNECs must be written in the related free text field “Justification of PNEC ...”
below the PNEC field (Figure 60).
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Figure 60:  Entry fields for PNECs and justification

g sl = Erdpoint summary: Ecotoxicalogical Information =B
WW Detall lewel Administrative Data PMEC aqua {freshwater) PNEC agua {marine water!
REACH Registration 10 - 100 tonnes n ‘aHﬁe\ds .| PHEC agua (intermittent releases) PHEC STP PHWEC sediment (fresnater;
E ‘v' PNEC sediment (marine waterd  PHEC sail PMEC oral
@ 0 Related Infarmation Administrative Data
® 1 Ceneral Infarmation ‘ Pw ‘

® 2 Classification and Labelling

3 Mangfaclure, use a.nd EXposuUre PNEC aqua (freshwater)
- @ 4 Physical and chemical properties

® S Environmental fate and pathways |PNEC aqua {freshwater) o) H;‘ |01 Ilmg[L 9 H;‘

=@ & Ecatoxicological Information

. e Ecotaxicological Informati Aszsessment factar l:l Extrapolation method | % ”j
B 6.1 Aquatic toxicity
- 6.2 Sediment toxicity
B 6.3 Terrestrial toxicity ‘
- @ 6.4 Binlogical effects monitorin
- &5 iotransformation and king)l  PNEC aqua (marine water)
. ® 6.6 Additional ecotoxicalogical - -
® 7 Tozicological information | . ”:‘ ‘ || N ”:‘
@ 8 analytical methods Assessment factor l:l Extrapolation method | 4 ”V‘
® 11 Guidance on safe use -
B 12 Literature search Justification far (ho) PNEC marine water derivation

® 13 Assessment Reparts A1 the substance is not bioaccumulative.. |

Justification for (hoy PNEC freshwater derivation

PNEC aqua (intermittent releases)

|PNEC aqua {intermittent releases) " ”:‘ ‘D 01 ||mgfL 4, ”:‘

Assessment factor l:l Extrapolation method | » ”"

Justification for {noy PNEC intermittent releases derivation

PNEC STP

[pec se ) HE\ o015 [[vart ) HE‘

Assessment factar l:l Extrapolation method | » ”"

Justification for {noy PNEC STP derivation

[a]

4.4.6.2 DN(M)ELs

In the endpoint summary of section “7 Toxicological information”, information in the blocks
“Workers” and “General population” must be provided.

In the block “Workers”, for each one of the eight DN(M)ELs, either the value “DNEL" or
“DMEL” must be selected from the Pick-list, a numerical value must be given, and a selection
must be done in the adjacent unit field. Alternatively, in case a DN(M)EL is not available then
a justification must be provided in the field “Justification for no DN(M)EL derivation” (Figure
61) or in the field “Discussion”.

Version: 2.8 Page 64 of 95
Release: 04/2011



Data Submission Manual

Part 05 - How to complete a technical dossier
for registrations and PPORD

Figure 61:

notifications

=0

Ig Section tree

REACH Registration 10 - 100 tonnes

Z Endpoint summary:

b

Entry fields for DN(M)ELSs for workers

ical information

5
Ed

| 4

-8 0 Related Infarmation

@ 1 General Information

- 2 Classification and Labelling

- 3 Manufacture, use and exposure
- 4 Physical and chemical properties
- 5 Enwironmental fate and pathuays
- 6 Ecatoxicological Information
-@ 7 Toxicological inform ation

@ Toxicological information
- @ 7.1 Tozicokinetics, metabolism
- 7.2 Acute Toxicity

- 7.3 Irritation { corrosion

- 7.4 Senshtisation

- 7.5 Repeated dose taxicity
- 7.6 Cenetic toxicity

~@ 7.7 Cartinogenicity

- 7.5 Toxicity to reproduction
- 7.9 Specific investigations

- 7.10 Exposure related observa
- 7.11 Toxic effects on livestock
~@ 7.12 Additional toxicological i

- & Analytical methods
- 11 Guidance on safe use
- 12 Literature search
@ 13 Assessment Reports
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Administrative Data

LP

Workars

Acute { short—tarm exposure - systamic effacts

Dermal DN{M)EL

|DNEL {Derived No Effect Level) Lk”v] |0.05 |||.|g,’kg b/ day

Assessment factor I:I Dose descriptar starting point H Most sensitive endpaint ‘

Justification for (no) DNMEL derivation / applied assessment factors

.‘\‘
DM{M)EL
| | | g
Assessment factor I:I Dose descriptor starting point B Most sensitive endpoint ‘ “\‘B
Justification for (na) DNEMEL derivation f applied assessment factors
IThe substance is not bioaccumulative ..... %”
Acute { short-term exposure - local effects
Dermal DN{MYEL
| | | B
Assessment factor l:l Dose descriptar starting point B Most sensitive endpaint ‘ “\‘B
Justification far (ho) DNMEL derivation / applied assessment factors
.‘\‘

Inhalation DN{M)EL

In the block “General population”, for each one of the ten DN(M)EL either the value “DNEL"
or “DMEL” must be selected in the Pick-list, a numerical value must be given, and a selection
must be done in the adjacent unit field. Alternatively, in case a DN(M)EL is not available then
a justification must be provided in the field “Justification for no DN(M)EL derivation” or in the
field “Discussion” (Figure 62).
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Figure 62:

Entry fields for DN(M)ELSs for general population
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45 Section 11 - Guidance on safe use

Under Section 5 of Annex VI it is necessary to provide guidance on safe use. Therefore, for
all dossiers, information will have to be provided as a minimum in all of the following fields:

e “First aid measures”

e ‘“Fire-fighting measures”

e “Accidental release measures”
¢ “Handling and storage”

In addition, where a CSR is not required (REACH registration 1-10 tonnes dossiers: REACH
Registration 1 — 10 tonnes, physicochemical requirements; REACH Registration 1 — 10
tonnes, standard requirements), information will also have to be provided in the following
fields:

e “Exposure controls / personal protection”
e “Stability and reactivity”

o ‘“Disposals considerations” (as IUCLID 5 has no fields related to information on
recycling and methods of disposal for industry and for the public (Annex VI, 5.8.2 and
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5.8.3) then this information should also be provided in this “Disposals considerations”
field).

However there are some specific rules for some types of dossiers:

¢ For joint submissions, the guidance on safe use can be provided jointly or separately
(Article 11(1) (paragraph 4)). Therefore if the lead of the joint submission indicated
that the guidance on safe use is provided separately then the member dossiers must
contain this guidance on safe use.

e For intermediates dossiers, the rules mentioned above for this section “11 Guidance
on safe use” do not apply. However for intermediates the registrants have to provide
information on risk management measures and their efficiency (Articles 17 and 18).
Therefore this information must be provided in this section 11, preferably in the fields
“Handling and storage” or “Exposure controls/personal protection”

e Note that in case of intermediate dossiers belonging to a joint submission the
information on risk management measures applied (i.e. Section 11 of the IUCLID
dossier) cannot be provided by lead. Therefore this information needs to be submitted
always separately in each intermediate dossier participating as a member of the joint
submission

4.6 Section 13 - Assessment report

For substances manufactured or imported at more than 10 tonnes per year Article 14
requires a chemical safety assessment to be carried out. Therefore for dossiers above 10
tonnes, it will be checked that (for at least one of the assessment reports provided):

e Infield “Type of report”, “REACH Chemical safety report (CSR)” is selected

e AND that the CSR is attached in the field “Document” or that information is provided
in the field “Remarks” or in the field “Discussion” (e.g. justification for not submitting a
CSR based on Article 14(2)) (Figure 63).

Figure 63:  Entry fields to attach the Chemical safety report (CSR)

Administrative Data
P

Type of report

IREACH Chemical safety report (CSR) \ |F]
Remarks
Cocument
||ﬁc5R.pdff 157.72 KB ) ”@l
Discussion
O S B+0 R H0 VEEH PDDEE EEEHET ¥
|N0rma| vHAgencyFB v||8 v| A B FUIEEEIEES B S

However it has to be noted that there is a specific rule for the member dossiers. Indeed for
joint submissions the CSR can be provided jointly or separately (Article 11(1) (paragraph 4)).
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Therefore if the lead of the joint submission indicated that the CSR is provided separately
then the member dossiers must contain this CSR. Detailed information on how to submit a
CSR as part of a joint submission is available in the Data Submission Manual 19 available at
http://echa.europa.eu/doc/reachit/dsm_19 how_joint_csr_en.pdf

4.7 Dossier Header

During the IUCLID 5 dossier creation procedure, the dossier creation wizard requests the
user to “Enter additional administrative information concerning your dossier” in step 6. This
information will then be contained in what is called the “IUCLID 5 dossier header” (Figure
64).

® To create a dossier in IUCLID 5, you should start from the IUCLID 5 substance
dataset, select the template corresponding to your submission (for ex. REACH
Registration 10 - 100 tonnes, REACH PPORD, ...), follow the dossier creation wizard
guide, export the dossier and save it in on your PC (from where you can submit it to
ECHA via REACH-IT).

For dossier creation containing a category, the wizard step related to the dossier
header is step 7.

e

The dossier header is a crucial part of the registration dossier because it contains information
which allows ECHA to determine the type of dossier (e.g. new registration or update), and is
used to ensure that the dossier can be accepted for further processing. Many of the fields
also impact on the registration fee.

Full information on how to complete the IUCLID 5 dossier header depending on your
submission type is available in the Data Submission Manual 4: “How to pass business rules
verification” (http://echa.europa.eu/doc/reachit/how_pass business_verification.pdf)

The checkbox “Joint submission” has to be ticked only if your dossier will be submitted as
the lead dossier of a joint submission. In that case you will also have to indicate which
information you are providing on behalf of the members (Chemical safety report, Guidance
on safe use, Review by an assessor).

In the field “Tonnage band(s)” you then have to select your own tonnage band (the tonnage
band of the joint submission is established by the type of dossier template that you have
selected in step 1 of the wizard). In case that you are creating a dossier as a member of a
joint submission you have to select one of the two member templates at step 1 (“member of
a joint submission — general case”; or “member of a joint submission — intermediates” as
appropriate). In this case you have to indicate at step 6 which information the lead is
providing on your behalf. In the field “Tonnage band” you have to indicate your own tonnage
band.

In case your submission is an update, then the “Specific submissions” part of the dossier
header should be completed.

As a general rule for the dossier header, when one of the checkboxes under “Dossier
specific information” (reviewed by an assessor, confidentiality claim on tonnage band, data
sharing issues...) is selected, then the associated free text fields below the checkbox must
be filled in. If one checkbox is ticked, and its associated free text field is empty, this is
considered a TCC failure. In the same manner, if free text is written in any of these fields but
the associated checkbox is not ticked, this is considered a TCC failure.

Indicate the phase-in status of your substance by selecting the radio button “Phase-in" or
“Non phase-in”.
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The checkbox “Reviewed by an assessor” is not compulsory, but if the dossier, or parts of
it, have been reviewed by an assessor (in accordance to Art. 10 (a) (viii)), it must be
indicated here. If your dossier has not been reviewed by an assessor you can leave empty
the checkbox “Reviewed by an assessor” and this will not be considered a TCC failure. If the
box "Reviewed by an assessor” is ticked then the field "Remarks" should be filled in or a
document should be attached. Vice-versa, if the field "Remarks" is filled in or a document is
attached then the box "Review by an assessor" should be ticked.

Figure 64:  Fields required in the dossier header

Name {given by user) ‘

Dossier submission remark

Type of submission

[1lint submission

Tonnage band(s) of the registrant

On-site isolated imermediales‘ \ ||:|
tonnage band

Transported isolated imermediales‘ \ ||:|
tannage band —

Specific submissions

["] The submission is an update

Dossier specific information
Phase-in

() Phase-in () Non phase-in

D Reviewed by ah assessor

Remarks

Document‘ A ||&|
D Canfidentiality clait on tonnage band
[l Data sharing issues

[l Fee waiving 1-101onnes, complete dossier

Specific information for isolated intermedi;

[ Production and use under strictly contralled canditions

|:| Registrant confirms that the intermediate is used in accordance
with the conditions set out in Article 15 {4)

|:| Registrant has received confirmation from the users that the intermediate
is Used in accordance with the conditions set out in Anticle 16 (4)

The checkbox “Confidentiality claim on tonnage band” and its "Justification” field only
need to be filled in case you want to claim the relevant tonnage band confidential (see Annex
3 of this document as well as the Data Submission Manual 4: “How to Pass Business Rules
Verification” (http://echa.europa.eu/doc/reachit/how_pass business_verification.pdf). Leaving
the two checkboxes un-ticked and the free text empty does not lead to a TCC failure.
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The checkbox “Data sharing issues” and its “Justification” field only need to be filled-in in
case there is some problem that has risen during the data sharing process for the dossier.
Leaving both the checkbox and the field empty does not lead to a TCC failure.

The checkbox “Fee waiving 1-10 tonnes, complete dossier” only need to be filled-in in
case you can request a fee waiver for a dossier in the tonnage band 1-10 tonnes for which all
the information listed in REACH Annex VII has been submitted. If you tick this specific
checkbox it is not compulsory to fill in its “Justification” field below. Leaving the checkbox un-
ticked does not lead to a TCC failure.

The checkboxes under “Specific information for isolated intermediates” only need to be
ticked as appropriate, when your dossier covers a registration for intermediates. In that case,
the box “Production and use under strictly controlled conditions” must be ticked. If your
dossier covers a registration for transported isolated intermediates then one or both of the
boxes referring to the conditions of use in accordance with article 18(4) have to be ticked.

5 Technical Completeness Check (TCC)
5.1 The TCC plugin

As mentioned in chapter 1 of this manual, IT software has been developed in order to offer
you the possibility to check the completeness of your registration/notification before you
submit it to ECHA via REACH-IT. This IT software is available as a IUCLID plugin and can
be downloaded via your IUCLID 5 website account (http://iuclid.echa.europa.eu/). You can
use the plugin to check both your substance dataset before you create the dossier (Figure
64) in addition to checking the final dossier (complete with dossier header) (Figure 64). To

run the tool on the substance dataset (+') and the final dossier ('*), see the screenshots
below.

-

Note that it is important for you to run on both the substance dataset and the final
dossier before you submit to avoid any unnecessary failures and potential rejection if
the submission is for a requested update.

-

If you are in any doubt about how to present the information in your dossier or how to
run the tool, please contact the ECHA Helpdesk. ECHA will then provide you with
more specific advice on how to proceed.
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Figure 66:  Running the TCC plugin on the final dossier
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Annex 1 — Dossier endpoint matrix

NB: r means that an endpoint study record is required for this endpoint. 0 means that endpoint study records are optional for this endpoint.
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Specific rules for IUCLID-
REACH relationships different
Section Name to alto 1relationship

Appearance / physical
state / colour

requirements, Annex 7
above 1000T, Annex 10
intermediates above 1T
intermediates 1 — 1000T

~
x
()
=
c
<
%)
-
=
Q
=
()
=
>
o
(9]
—

1 - 10T, standard

10 — 100T, Annex 8
100 — 1000T, Annex 9
transported isolated
transported isolated
intermediates above
1000T, Annex 7

[}
3}
=
[}
=
[}
o
o
7
>
=
o

IUCLID 5 tree view
on-site isolated

REACH Annex
REACH Number

=
o
i
[
—

4.2 Mglting point / freezing 7 7.2 r r r r r o) 0 r o)
point
| 4.3 | Boiling point | 7 | 7.3 | | r | r | r | r | r | o] | o] | r | o]
|4.4 |Density |7 |7.4 | |r |r |r |r |r |o |o |r |0
‘ 4.5 Particle size distribution | 7 ‘ 7.14 ‘ r r r r r o o} r o]
(Granulometry)
| 4.6 | Vapour pressure | 7 | 7.5 | | r | r | r | r | r | o] | o] | r | o]
| 4.7 | Partition coefficient | 7 | 7.8 | | r | r | r | r | r | o] | o] | r | o]
| 4.8 | Water solubility | 7 | 7.7 | | r | r | r | r | r | o] | o] | r | o]
| 4.10 | Surface tension | 7 | 7.6 | | r | r | r | r | r | o] | o] | r | o]
|4.11 |Flashpoint |7 |7.9 | |r |r |r |r |r |o |o |r |o
| 4.12 | Auto flammability | 7 | 7.12 | | r | r | r | r | r | o] | o] | r | o]
| 4.13 | Flammability | 7 | 7.10 | | r | r | r | r | r | o] | o] | r | o]
| 4.14 | Explosiveness | 7 | 7.11 | | r | r | r | r | r | o] | o] | r | o]
| 4.15 | Oxidising properties | 7 | 7.13 | | r | r | r | r | r | o] | o] | r | o]
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o ) = T g = . : =9 2 9 2 o
(7] c IS o= C = < = = © 9 59 593
= = = cg | S5 - ) 3 ° & SR SR
o < z o c = = o =] RS] £5 235 5
5 B - o o 3 — <
o T ac o E Qoo ) o - o 2 29 29 =
= () @) Specific rules for IUCLID- S%=E S = — | o = 2 & = 2 ELS
O = = REACH relationships different = = S S re S8 523
= Section Name (14 14 to a 1to 1 relationship —«ad -2 = = 5] = == 5£4
Stability in organic | 9 7.15 o] o o] r r o o] o] o
solvents and identity of
relevant degradation
products
| 4.21 | Dissociation constant | 9 | 7.16 | | o] | o] | o] | r | r | o] | o] | o] | o]
|4.22|Viscosity |9 |7.17 | |o |o |o |r |r |o |o |o |o
| 512 | Hydrolysis | 8 | 9.2.2.1 | | [o] | o] | r | r | r | o] | o] | [o] | o]
5.2.1 Biodegradation in water: | 7 9.2.11 o r r r r o] o] r o]
screening tests
5.2.2 Biodegradation in water | 9 9.2.1.2 For 100-1000T and >1000T, | O o o r r o o] o o
and sediment: simulation (water) REACH requires 2 data (a test for
tests REACH 9.2.1.2 and a test for
9.2.3 9.2.1.4). However, a single study (a
water/sediment test) could cover
9 9.2.1.4 both requirements. Therefore to be | o ) ) r r ) o o )
(sedime complete this IUCLID section 5.2.2
nt) needs only to contain 1 complete
endpoint study record.
9.2.3
523 Biodegradation in soil 9 9.2.1.3 o} o] o] r r o] 0 o} o]
9.2.3
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o T * sl =5 8 S = <8 55 58 <
= @) @) Specific rules for IUCLID- = = S = = | 0 = £ o= @ E8
O = = REACH relationships different 3= = - =] S ) Sg 5§28
= Section Name (14 14 to a 1to 1 relationship o = — = = = 5] = == 5£4
5.3.1 Bioaccumulation: aquatic / | 9 9.3.2 o] o] o] r r o o] o o
sediment
| 54.1 | Adsorption / desorption | 8 | 9.3.1

Short-term toxicity to fish
| 6.1.2 | Long-term toxicity to fish | 9 | 9.1.6 | | o] | o] | o] | r | r | o] | o] | (o] | o]
6.1.3 Short-term  toxicity to | 7 9.1.1 o] r r r r o o] r o]
aquatic invertebrates
6.1.4 Long-term  toxicity to | 9 9.1.5 o] o] o] r r o o] o o
aquatic invertebrates
6.1.5 Toxicity to aquatic algae | 7 9.1.2 A complete endpoint study record o] r r r r o] o] r o]
and cyano-bacteria must be provided either in 6.1.5 or
in6.1.6
6.1.6 Toxicity to aquatic plants | na not req. o] o] o] o] o o] o] o] o]
other than algae
6.1.7 Toxicity to micro- | 8 9.1.4 o o r r r o o] o o
organisms
| 6.2 | Sediment toxicity | 10 | 9.5.1 o] | o] | o] | o] | r | o] o] o] o]
Version: 2.8 Page 75 of 95

Release: 04/2011



Data Submission Manual . . m ECHA

Part 05 - How to complete a technical dossier
for registrations and PPORD
notifications

http://echa.europa.eu

~ ~ g = §
3 A e | 55 | 3¢
= c c 0 & [ 3 g &5
° = = T C = < | [
g - [ = x = c Qo = - Q
S = 9] o< g < @ = < - ®© Sl o © |
o ) = = =7 = : s La 2 9 2L 8w
= g = Cc S E < = 5 89 52 )
= c 3 < o = 0 = =] o o © o © 0 ® S
8 : | = sl 2518 |8 e | g3 | 58 | 53¢
T T .
a O @) Specific rules for IUCLID- ses)l 8L = = o L€ S E SEE
@) = = REACH relationships different = = C') = 2 re = 2 8§29
= Section Name o @ to alto 1relationship —al -2 = = [ = =SPS 5 £
6.3.1 Toxicity to soil macro- | 9 9.4.1 For 100-1000T, 1 short-term or | o o] o r r o o] o o
organisms except (short- long-term test must be provided
arthropods term) either in 631 or in 6.32
10 9.4.4 For >1000T, 1 long-term test must 0 0 0 0 r 0 0 o) 0
(long- be provided either in 6.3.1 or 6.3.2
term)
6.3.2 Toxicity to  terrestrial 9 9.4.1 o] o] o] r r o] o] o] o]
arthropods (short-
term)
10 9.4.4 o] o o o r o} o] o] (o}
(long-
term)
6.3.3 Toxicity to terrestrial plants 9 9.4.3 For 100-1000T, 1 short-term or | o 0 0 r r 0 o] o] 0
(short- long-term test must be provided.
term)
For >1000T, 1 long-term test must
10 9.4.6 be provided. o] o] o] [o] r o] o] o] [o]
(long-
term)
6.3.4 Toxicity to soil | 9 9.4.2 o] 0 ¢} r r o] o o} o]
microorganisms
| 6.3.5 | Toxicity to birds | 10 | 9.6.1
|721 |AcutetOX|C|tyoraI |7 |851 |o |r |r |r
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O = = REACH relationships different = = S S re S8 523
= Section Name (14 14 to a 1to 1 relationship al -2 = = 5] = == 5£4
| 7.2.2 | Acute toxicity: inhalation | 8 | 8.5.2
7.2.3 Acute toxicity: dermal 8 8.5.3 o} 0 r r r o 0 o} o]
731 Skin irritation / corrosion 7 8.1 For 1-10T standard requirements | o r r r r o] o] r o]
(in vitro | and transported isolated
skin intermediates above 1000T, 1
corrosio endpoint study record must be
n) provided (1 in-vivo or 1 in-vitro with
a possible new guideline that
7 81 covers corrosion and irritation) | O r r r r o 0 r o
(in vitro
skin For >10T, 1 in-vivo endpoint study
irritation) | record must be provided.
8 8.1.1 o] [o) r r r [o] o] o] o}
(in  vivo
skin
irritation)
7.3.2 Eye irritation 7 8.2 For 1-10T standard requirements | o r r r r o o] r o
(in vitro) and transported isolated
intermediates above 1000T, 1 in-
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8 vitro or 1 in vivo endpoint study | , o r r r o o o o
(in vivo) record must be provided.
For >10T: 1 in-vivo endpoint study
record must be provided.
7.4.1 Skin sensitisation 7 8.3 o] r r r r o} o] r o}
(in-vivo)
7.5.1 Repeated dose toxicity: 8 8.6.1 For 10-100T, 1 endpoint study | o o] r r r o] o] o] o]
oral (short- record  (short-term) must be
term) provided either in 7.5.1 or 7.5.2 or
7.5.3
9 8.6.2 o] o] o] r r o] o] o] o]
(sub-. For >100T, 1 sub-chronic test must
chronic) be provided either in 7.5.1 or 7.5.2
7.5.2 Repeated dose toxicity: | 8 8.6.1 or7.5.3 o] o] r r r o] o] (o] o]
inhalation (short-
term)
9 8.6.2 o] o] o] r r o] o] o] o]
(sub-
chronic)
7.5.3 Repeated dose toxicity: 8 8.6.1 o] o] r r r o] o] o] o]
dermal (short-
term)
9 8.6.2 o] [o] o] r r [o] o] o] [o]
(sub-
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chronic)
7.6.1 Genetic toxicity: in vitro 7 8.4.1 For 1-10T standard requirements | o r r r r o] o] r o]
(in vitro | and transported isolated
gene intermediates above 1000T, 1 study
mutation must be provided.
in For >10T: This IUCLID section
bacteria) corresponds to 3 REACH Annex
numbers. However only 2 studies
8 84.2 are sufficient for completeness (as | © 0 r r r 0 o ° o
(in vitro | 3 gene mutation mammalian cell
cytogeni overrides a gene mutation bacteria).
city in
mammal
ian cells
or in
vitro
micronu
cleus)
8 8.4.3 o] o] r r r [o] o] o [o]
(in  vitro
gene
mutation
in
mammal
ian cells)
7.8.1 Toxicity to reproduction 8 8.7.1 For 10-100T, 1 screening study | o o] r r r o] o] o] o]
(screeni must be provided.
ng)
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7.8.2 Developmental toxicity / | 9 8.7.2 o] o] o] r r o] o] o] o]
teratogenicity
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Annex 2 — Information to provide in the block
“Results and discussions”

In order to complete the blocks “Results and discussion” of the study summaries it is
important to keep in mind the following general principles:

e Any provided value must come with a unit.

e If you create several rows or blocks (because several results are derived from a
study) then all of them must be completed as described in the table below.

e In rare cases where the field(s) indicated in the table below could not be completed
then explanatory text must be provided in the field “Any other information on results
incl. tables”.
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5 .= || Minimum fields to be filled in the block "Results and discussion*

4.1 The field "Physical state at 20°C and 1013 hPa" must be filled in. In addition the
field "Form" should be filled in if relevant.

4.2 The fields "Melt/Freez.pt." or "Decomposition temperature” or "Sublimation
temperature” must be filled in.

4.3 The fields "Boiling.pt." and "Atm. Pressure" or "Decomposition” and
"Decomposition temperature” must be filled in.

4.4 The fields "Type", "Density" and "Temperature" must be filled in.

4.5 All the fields under "Particle size" or under "Particle size distribution at different
passages" must be filled in.

4.6 Both "Vapour pressure" and "Temperature" must be given.

4.7 All the fields under "Partition coefficient" must be filled in.

4.8 The fields "Solubility”, "Temp" and "pH" must be filled in.

4.10 | The fields "Surface tension", "Temp." and "Concentration" must be filled in.

4.11 | Both the flash point and the pressure must be given.

4.12 | The self-ignition or autoflammability temperature and pressure must be given.

4.13 | Either the field "Solid/liquid: ignition on contact with air" or the field “Solid: Burning
time (s)" or the fields “Gas” (“Gas: lower explosion limit (%)" and "Gas: Upper
explosion limit (%)") must be filled in.

4.14 | Either the fields "Explosive under influence of flame", "More sensitive to shock
than m-dinitrobenzene"” and "More sensitive to friction than m-dinitrobenzene”
must be filled in or the field “Explosive (not specified)” must be filled in.

4.15 | The measured parameter, its value and unit must be given.

4.17 | The field "Test substance stable” must be filled in.

4.21 | The field "Dissociating properties" must be filled in.

4.22 | Aviscosity value and the temperature must be given.
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5.1.2 | As a minimum either the field "Preliminary study" or "Hydrolysis rate constant" or
"Half-life" must be filled in.

5.2.1 | The fields "%Degr.", "Parameter" and "Sampling time" must be filled in.

5.2.2 | The fields "%Degr.", "Parameter" and "Sampling time" must be filled in.
Alternatively, the fields "Compartment" and "Half-life" can be provided. In addition
the fields "Transformation products" and "ldentity" of the degradation products
must be indicated in any case.

5.2.3 | The fields "%Degr.", "Parameter" and "Sampling time" must be filled in.
Alternatively, the field "Half-life" can be provided. In addition the fields
"Transformation products" and "ldentity" of the degradation products must be
indicated in any case.

5.3.1 | The field "Type" and "Value" under bioaccumulation factor must be filled in.

5.4.1 | The field "Adsorption coefficient Koc" or "log Koc" or "Details on results (HPLC
method)" or "Adsorption and desorption constants" must be filled in.

6.1.1 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.1.2 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.1.3 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.1.4 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.1.5 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.1.6 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.1.7 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.2 At least the fields "Duration”, "Endpoint" and "Effect concentrations" must be filled
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in.

6.3.1 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.3.2 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.3.3 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.3.4 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

6.3.5 | At least the fields "Duration", "Endpoint" and "Effect concentrations" must be filled
in.

7.2.1 | Atleast the field "Endpoint" and "Effect level" must be filled in.

7.2.2 | Atleast the field "Endpoint" and "Effect level" must be filled in.

7.2.3 | Atleast the field "Endpoint" and "Effect level" must be filled in.

7.3.1 | At least the fields "Irritation parameter”, "Time point" and "Score" must be filled in.
Reversibility must be provided if relevant.

7.3.2 | At least the fields "Irritation parameter”, "Time point" and "Score" ('empty' field in
table "Overall irritation / corrosion results" of IUCLID 5.0 and IUCLID 5.1) must be
filled in. Reversibility must be provided if relevant.

7.4.1 | If you select "LLNA" in the field "Type of study" under "Materials and methods"
then at least the field "Stimulation index" must be filled in. Otherwise, the fields
"Reading", "Dose level", "No. with + reactions" (number of individuals with positive
reactions) and "Total no. in group" (number of individuals within the group) must
be filled in.

7.5.1 | At least the field "Endpoint" and "Effect level" must be filled in.

7.5.2 | At least the field "Endpoint" and "Effect level" must be filled in.

7.5.3 | At least the field "Endpoint" and "Effect level" must be filled in.
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5 - Minimum fields to be filled in the block "Results and discussion”
7.6.1 | At least the fields "Species/strain”, "Metabolic activation", "Genotoxicity" and
"Cytotoxicity" must be filled in.
7.8.1 | At least the fields "Endpoint”, "Generation”, "Sex" and "Effect level" must be filled
in.
7.8.2 | At least the fields "Endpoint”, "Effect type" and "Effect level" must be filled in.
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Annex 3 - Confidentiality requests which are subject
to a fee

A registrant can request that information that is submitted to ECHA according to Art. 10 of
the REACH Regulation is not published on the internet because publication could be harmful
to the registrant’s or any other concerned party’s commercial interests. Article 119 specifies
which information requires publication by ECHA.

If the information falls under Article 119(2) of the REACH Regulation and Annex IV of the
Fee Regulation, then ECHA will request a fee payment for these confidentiality requests.

1. Commission Regulation (EC) No 340/2008 of 16 April 2008 on the fees and charges
payable to the European Chemicals Agency pursuant to Regulation (EC) No
1907/2006 of the European Parliament and of the Council on the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH).

€ You are able to simulate the fee associated to your submission by using the "Fee
Calculation Plugin”. This IUCLID plugin gives advance information of the likely costs.
However, registrants should wait for ECHA to issue an invoice before making their
payment.
This software can be downloaded from the IUCLID website free of charge:
http://iuclid.echa.europa.eu/

Note that the fee has to be paid for the request but it is up to ECHA to determine whether the
reasons given for keeping this information confidential are adequate. If ECHA rejects the
request for confidentiality the registrant will be given a future opportunity to justify its request
before a final decision is taken as to whether or not the information should be published.

Detailed information on the content and the assessment of confidentiality claims is available
in “Data  Submission Manual 16: Confidentiality = Claims” available at
http://echa.europa.eu/doc/reachit/dsm_16_confidentiality claims.pdf

In order to record your confidentiality requests in IUCLID 5, proceed in the following way:

1. Click on the flag situated in the block/section you want to request confidential (Figure 67).
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Figure 67:  Confidentiality flag for the degree of purity
& Substance: & o d W :

L Ll
Substance composition
* B k]
Name|

Erief description|

Degree of purity

P

ENR R R RETTITR

2. Select a confidentiality flag from the pick list (CBI: confidential business information; IP:
intellectual property; no PA: not public available) (Figure 68).

Figure 68:  Pick list for confidentiality flag
"¢ Set flags

These flags can be used to mark a record or a field for the purpose of potentially excluding it from an export file,
adossier ar other report. Werify the default settings {no flags set = all data are considered as public and relevant | j_l
to all regulatory programmes) or select the appropriate level of confidentiality or of restriction to specific |

regulatory pragrammes |

Confidentiality
E] I " Dick list

Use restricted to

T ZEl confidential business information
[JEw: incidal P intellectual property

[] EU: PPP - Plant Protell ..o pa
[] EU: REACH - Regist

not public available

[]=a: CEPA - Existing
[] CA: PCPA - Pest Co

[]JP: CSCL - Chemical
[] OECD: HPVC - HPW | ok J [ cancel
[] Us: EPA HPYC - HPY Chemical Chanenge programme
|:| US: FIFRA - Federal Insecticide, Fungicide, and Rodenticide Act

[ Us: TSCA - Taxic Substances Contral Act

[] ather: | Q|

a@ I oK I [ Cancel

3. Enter a justification as to why the publication of the information is potentially harmful for
the commercial interests of the registrant or any other party concerned (Figure 69). For
information falling under REACH Article 119(2) it is strongly recommended to use the
justification template described in “Data Submission Manual 16: Confidentiality Claims”.
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Figure 69:  Selection of confidentiality with justification

" set flags &
These flags can be used to mark a record or afield for the purpose of potentially excluding it from an export ~
file, a doszier or other repart. Verify the default settings {no flags set = all data are conzidered as public and
relewant to all Fegulatory programmes) or select the appropriate level of confidentiality or of restriction to JJ
specific regulatory programmes

Confidentiality
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[T

Use restricted to selected regulatory programmes
|:| EU: BPD - Biocidal Products Directive 98/8/EC

|:| EU: CLP - Claszification, Labelling and Fackaging

|:| EU: PPP - Plant Protection Products Directive 91/414 /EEC

EU: REACH - Registration, Evaluation and Authorization of Chemicals
|:| CA: CEPA - Existing Substances Program under CERPA

[] Ch: PCPA - Pest Cantrol Products Act

CSCL - Chemical Substances Contral Law

[] @ECD: HPWC - HPW Chemicals Programme

|:| Us: EPA HPYVC - HPY Chemical Challenge Programme

|:| US: FIFRA - Federal Insecticide, Fungicide, and Rodenticide Act
[ Us: TsCA - Taxic Substances Contral Act

[ ather:

8@

oK _J | Cancel

Based on Annex IV of the fee regulation, a fee has to be paid for the following confidentiality
requests recorded in [UCLID 5:

o

Degree of purity and/or identity of impurities or additives (corresponds to Art.
119(2) (a) of REACH). A fee will be charged if a confidentiality request has been
recorded in one of the following IUCLID sections:

Section 1.2: “Degree of purity”
Section 1.2: Impurities: flag above Reference substance

Section 1.2: Impurities/Reference substance: flags in a linked reference substances
(one or both flags: Reference substance information; Molecular and structural
information)

Section 1.2: Additives: flag above Reference substance

Section 1.2: Additives/Reference substance: flags in a linked reference substances
(one or both flags: Reference substance information; Molecular and structural
information).

According with Art. 119(2), the fee for degree of purity is levied if one impurity or
additive is essential for the classification and labelling of the substance. For the
identity of impurities or additives, the fee is levied if the impurity or additive with a
confidentiality claim is essential for the classification and labelling of the substance.
This is marked by ticking the corresponding box in the section for the impurity or
additive (Figure 70).

One single fee is calculated for this item, it does not matter whether one or more flags
in the list above are selected.
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Figure 70: Indicating that an impurity/additive is relevant for the classification and labelling

e B T T R L L T R P T T e T LT T R T T =

| \*' [CBI, Considered commercially sensitive information. See attachment Justification- 1.2- Compasition and |... |
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R T T ]
CAS number CAS name
IUPAC name

Typical concentration | < 5w

Concentration range l:l = M (wiwh

Remarks |by—pr0duct A |

I [w| this impurity is considered relevant for the classification and labelling of the substance I

¢ Relevant tonnage band (corresponds to Art. 119(2) (b) of REACH)

Dossier header: Request for the tonnage band (checkbox “Confidentiality claim on tonnage
band” is selected and a justification is provided).

e A study summary or a robust study summary (corresponds to Art. 119(2) (c) of
REACH).

Sections 4 to 7: for each study summary or robust study summary that is flagged as
confidential, a fee payment is required.

e Information in the safety data sheet (corresponds to Art. 119(2) (d) of REACH).

Sections 3.5 and 3.6: A fee will be charged if confidentiality request has been recorded in
one of the Identified uses (3.5) or Uses advised against (3.6).

Confidentiality requests in sections 3.5 and 3.6 should be done in the tables where the uses
are reported (Tables “Uses by workers in industrial settings (advised against)”, “Uses by
professional workers (advised against)” and “Uses by consumers (advised against)”). (Figure

71)
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Figure 71:  Confidentiality requests in I[UCLID sections 3.5 and 3.6
IUCLID 5.2.0 - draft f Formic acid f ¢ f x¢ f 64-18-6 / European Chemicals Agency / Helsinki / Finland
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1. One single fee is calculated for this item, it does not matter whether one or more flags
are selected in sections 3.5 and 3.6.

e Trade name of the substance (corresponds to Art. 119(2) (e) of REACH)
Section 1.1: Flag next to the field trade name of the substance.

¢ |UPAC name for non-phase in substances that are hazardous (corresponds to
Art. 119(2) (f) of REACH, as amended by Article 58(7) of the CLP Regulation). A fee
will be charged if a confidentiality request has been recorded in one of the following
IUCLID sections:

Section 1.1: flags in a linked reference substances (one or both flags: Reference substance
information; Molecular and structural information)

Section 1.2: Constituents: flag above reference substance

Section 1.2: Constituents/Reference substance: flags in a linked reference substances (one
or both flags: Reference substance information; Molecular and structural information)

1. One single fee is calculated for this item, it does not matter whether one or more flags
in the list above are selected. In addition, a fee is applicable only if the substance is a
non-phase-in substance and it is reported in Section 2.1 of the dossier that the
substance has at least one of the hazardous properties listed in Art. 119(2) (f) of
REACH, as amended by Article 58(7) of the CLP Regulation.

e |UPAC name for hazardous substances used as intermediates, in scientific research
and development or product process oriented research and development
(corresponds to Art. 119(2) (g) of REACH, as amended by Article 58(7) of the CLP
Regulation). A fee will be charged if a confidentiality request has been recorded in
one of the following IUCLID sections:

Section 1.1: flags in a linked reference substances (one or both flags: Reference substance
information; Molecular and structural information) and/or
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Section 1.2: Constituents: flag above reference substance and/or

Section 1.2: Constituents/Reference substance: flags in a linked reference substances (one
or both flags: Reference substance information; Molecular and structural information)

1. One single fee is calculated for this item, it does not matter whether one or more flags
in the list above are selected. Moreover, a fee is applicable only if it is reported in
Section 2.1 of the dossier that the substance has at least one of the hazardous
properties listed in Art. 119(2) (f) of REACH, as amended by Article 58(7) of the CLP
Regulation, and it is indicated in the dossier that the substance is used only as an
intermediate, in scientific research and development or product process oriented
research and development. In practice, the only relevant case will be the use as an
intermediate.

) Please, remember that you are able to simulate the fee associated to your submission
by using the "Fee Calculation Plugin”. This IUCLID plugin gives advance information
of the likely costs. However, registrants should wait for ECHA to issue an invoice
before making their payment.

This software can be downloaded from the IUCLID website free of charge:
http://iuclid.echa.europa.eu/

Confidentiality requests in a registration dossier that was previously a notification
under Directive 67/548/EEC (NONS)

When updating a registration that was previously a notification under Directive 67/548/EEC
(NONS) you should pay attention to the confidentiality requests included in your dossier.

Please note that ECHA will only charge a fee for those confidentiality requests associated
with the new information submitted, or new confidentiality requests for the existing
information, i.e. there will be no fee for confidentiality requests successfully made under
Directive 67/548/EEC, provided that this is confirmed by the registrant in their dossier.

You can find detailed information on the confidentiality requests for registrations that were
notifications under Directive 67/548/EEC (NONS) in the document “Questions and answers
for the registrants of previously notified substances” (section 4.3) available at
http://echa.europa.eu/reachit/nons_en.asp
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Annex 4 - Minimum information required for
updating a registration under previous Directive

When updating a registration that was previously a notification under Directive 67/548/EEC
(NONS) the following two scenarios have to be taken into account:

¢ Tonnage band update

According to Article 24(2) of the REACH Regulation, the registration dossier for the
previously notified substance must be updated as soon as the manufactured/imported
gquantity reaches the next tonnage threshold (10, 100 or 1000 tonnes). Moreover, an update
is required for notified substances produced in quantities below 1 tonne, when reaching the 1
tonne threshold. The update should not only contain the information required by REACH
which corresponds to that higher tonnage threshold, but also any information which
corresponds to lower tonnage thresholds. In this case the dossier has to be fully in line with
REACH requirements in the IUCLID 5 format specified by ECHA, in particular, all of the
technical completeness check requirements outlined in this document must be met, without
any possibility to make derogations due to the substance being previously notified under
67/548/EEC. Therefore, registrants have to carefully check and complete their IUCLID 5 file
in order to fulfil the completeness check requirements as described in chapter 3 of this
document.

t. Please note that in case your update involves a registration at or above the 10 tonnes
threshold, a Chemical Safety Report (CSR) should be included in section 13 of your
IUCLID 5 dossier, unless not required due to the reasons given in Article 14(2) of the
REACH Regulation (in which case a justification should be provided in Section 13
instead).

In addition, as indicated in this manual, all information requirement included in columns 1 of
REACH Annexes VII-X, depending on the tonnage, must correspond to at least one
complete endpoint study record in IUCLID. Therefore if you are updating a SNIF file migrated
to IUCLID 5 then you should be aware that ECHA could consider the endpoint requirement
as complete if at least one endpoint study record is complete (Data waiving, testing proposal,
weight of evidence or key study).

1 Testing proposal: Only for the endpoints which refer to an information requirement
from Annex IX and X of REACH.

e Other updates

Article 22 of the REACH Regulation lists the cases when the registrant has to update the
registration dossier.

This includes also updates to include the classification and labelling according to Article 40 of
Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances and
mixtures (CLP Regulation).

It also concerns updates following a decision made according to Article 16(1), 16(2) or 7(2) of
Directive 67/548/EEC and now regarded as Agency decisions (Article 135 of REACH).

When updating the registration dossier under any case (excluding a change of tonnage
band), certain information in your dossier is not required. However, in order to be considered
complete and for REACH-IT to be able to process the dossier, your dossier should include as
a minimum the following information:

New information submitted
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The new information submitted as a consequence of the update has to meet all of the
technical completeness check requirements described in the present manual, with no special
exceptions due to the status as a previously notified substance.

If you are updating your dossier to include the classification and labelling according to the
CLP Regulation, IUCLID section 2.1 has to be complete.

For any new study and for the studies requested by a MSCA under Directive 67/548/EEC
and now regarded as Agency decisions according to Article 135 of the REACH Regulation,
robust study summaries have to be provided.

Note that for certain types of update under Article 22 (e.g. new identified use), the relevant
sections of your IUCLID 5 dossier should be updated (e.g. Section 3.5 “ldentified uses and
exposure scenarios”).

Section 1: General Information

The following subsections have to be complete as described in the present manual:

¢ 1.1 Identification and 1.2 Composition. These sections have to be complete to meet
all of the technical completeness check requirements described in the present
manual. However structural formulas are only optional as they have been already
submitted on paper under Directive 67/548/EEC.

o 1.3 Identifiers. At least the notification number under Directive 67/548/EEC (NCD
number), as well as your registration number under the REACH Regulation (the one
you received when claiming your registration number via REACH-IT) should be
included here.

e 1.7 Suppliers. If you are acting as an “Only representative” you are advised to attach
here clear documentation of the appointment of the Only Representative.

Section 2: Classification and Labelling
e 2.1 GHS. The classification and labelling according to the CLP Regulation (GHS) has
been only optional until 1 December 2010. From this day forth, it is compulsory to
provide this information in section 2.1 of your IUCLID dossier. If you have previously
submitted a dossier without section 2.1, you should provide this information in a
registration update without undue delay.

e 2.2 DSD-DPD. From 1 December 2010 until 1 June 2015, substances shall be
classified in accordance with both Directive 67/548/EEC and the CLP regulation.
However, it is only optional to provide information for section 2.2 of your IUCLID
dossier from 1 December 2010.

Section 3. Manufacture, use and exposure
The following subsection has to be complete:

e 3.3 Sites. In case that you have indicated in section 1.1 that you are a manufacturer,
you have to include here information about your production sites (i.e. tick the boxes
“Production site” or “Use site” and for each site fill in the fields “Site name”, “Address”,
“Postal code”, “Town” and “Country”)

Section 13: Chemical Safety Report (CSR)

When the update does not involve a change in tonnage band the notifier does not normally
need to submit a chemical safety report (CSR) unless the updated notification is above 10
tonnes per year and covers new identified uses, new knowledge arises with regard to the
risks of the substance to human health and/or the environment which would lead to changes
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in the safety data sheet, or there is a change in the classification and labelling of the
substance which leads to changes in the safety data sheet. The “Guidance on Registration®
provides in Chapter 9 further details on the necessity to submit a CSR
(http://quidance.echa.europa.eu/docs/qguidance_document/registration_en.pdf).

Therefore, if you do not need to submit a CSR please proceed in the following way (see also
Figure 72 below). In section 13 of your IUCLID 5 dossier select 'REACH Chemical safety
report (CSR)' in the field "Type of report' and provide the justification for not providing the
CSR either in the field 'Remarks' or in the field 'Discussion’. This justification sentence should
be either “A CSR is not submitted because it is a previously notified substance which did not
reach the next tonnage threshold and which do not fall within the scope of Articles 22(1)(d),
22(1)(e) and 22(1)(f) of the REACH Regulation” or “A CSR is not submitted because the
substance fulfils the requirements of Article 14(2) of the REACH Regulation.”.

Figure 72: Justification for not submitting a CSR (only for certain updated NONS dossiers)

Administrative Data

P

Type of report

||REACH Chemical safety report (C5R) . ":”

Remarks

A C5Riz not submitted because it is a previously notified substance which did not reach the next tonnage threshold and which do nat fall within the =
cope of Articles 22(1x{d)y, 22(13e) and 22{1){f) of the REACH Regulation.

IUCLID dossier header: Derogation statement

You are encouraged to check and complete as much as possible the rest of the information
contained in your registration dossier. However, the registration dossier will be acceptable
even if there are some gaps provided that you include at least the minimum information
detailed above and that you include the following derogation statement in your IUCLID
dossier header (in the “Dossier submission remark” field as in Figure 73).

“This dossier is a registration update of a previously notified substance which did not reach
the next tonnage threshold under the REACH regulation. It contains new and updated
information.”

Figure 73: Entry field for a derogation statement (only for certain updated NONS dossiers

t Dossier creation wizard

Enter additional administrative information concerning your doszsier
Doszsier template: REACH Registration 100 - 1000 tonnes : “1

Mame {given by uzer) [Registration update .. A |

Dossier submission remark (This dossier is a registration update of a previously notified substance
which did not reach the next tonnage threshold under the REACH regul
ation. It contains newand updated information.”
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