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1. Intro

This exercise material aims to give you your first contact with IUCLID 6 and the Validation
assistant prior building your registration dossier for the REACH 2018 registration deadline.
It is recommended to read the presentation first (about one hour) and then to continue with
the exercise (about one hour). The exercise instructions are followed by the key. The key
provides you with technical advice on how to complete the exercise; it does not provide
regulatory advice. Note that the training substance dataset does not include real data and
it should not be taken as a model for meeting the REACH requirements.

For the exercise you will need IUCLID 6. You may go to the IUCLID 6 website, sign-up/log-
in and download the IUCLID 6 desktop version. See https://iuclid6.echa.europa.eu/.

Alternatively, you may use the IUCLID Cloud Trial service which is accessible via the ECHA
website at https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services.
You can log-in online with your ECHA account credentials (same as for your REACH-IT
account) and subscribe to the IUCLID Cloud Trial service. In order to participate in this
exercise using IUCLID cloud, please click on the IUCLID icon in the bottom left corner of the
dashboard page of IUCLID cloud. This will launch the IUCLID client version, i.e. the look and feel
will be the same as of the desktop IUCLID, and you will be able to follow the screenshots of this
exercise key.
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2. Instructions

2.1. Legend

You are the Lead registrant of the ECHA_TrainingSubstanceX. The joint registration covers
the tonnage band of 10-100 t/y. Also your own manufactured tonnage of this substance is
10-100 t/y. You as lead registrant provide the Guidance on Safe Use (GSU in IUCLID section

11) and the Chemical Safety Report (CSR in IUCLID section 13) on behalf of the members
of the joint submission.

2.2. Exercise step by step

STEP 1: Launch IUCLID 6 and import the training substance file (.i6z format)

Administration

a 3. &
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STEP 2: Find your substance

Main tasks
—
T
Modure / Product Template
Ex

STEP 3: Run the Validation
submission errors

assistant on your substance dataset and correct all the reported

iChenucal name Legal entity name |
é TrainingSubstanceZ  Example Company 1 (I

@ Tests Phaminale Agency

Open

“d, Validation assistant wizard

Validation assistant - Submission type specification

Create Dossier
Pnnt

Generate report
Export

Delete

¢ Xe [iamn

Valid

v

P —

Dossier type

Select submission tgpe REACH Registration 10 - 100 tonnes

[~ Use advanced setti lect information to be checked b Tonfidentiality and regulatory programme flags

@  Provide the submission type informetion in order to determine the scenaria of the walidation.

&, Validation assistant w

Validation assistant - Enter additional information concerning your dossier

v Joint submission
(e

Informar

Tonnage band

Type of submission

n provided by the lead on behalf of the (s)
[¥ Chemical safety report
v Guidance on safe use

Tonnage band(s) of the lead registrant
"between 10 to 100 tonnes/year

Transported isolated intermediates tonnage band (REACH Article 18)

A4

tonnage band (REACH Article 17)

-

Specific st

Phase-in

-
ions
[~ The submission is an update
Dossier specific information
-

[ Data sharing issues.

[~ Fee waiving (1-10 tonnes, not fulfiling Annex Ill criteria and voluntarily providing full Annex VI
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STEP 4: Make sure there is no submission failures remaining. Create your dossier. Fill in the
dossier header information according to the legend provided in the beginning of the exercise.

“hemical name Legal entity name Referenc
g w3, Gold
% TrainingSubstanceZ  Example Company 1 & 231
' | ECH
§ TestSubstanceX | Open agency [(F] ECH
= 1111
@ ) ssie
3 Prnt "k‘f-‘
}; Generate report
[{!}j Export
X Delete
&p Validate

STEP 5: Run the Validation assistant on your final dossier to verify that no submission failures
have remained.

> If the Validation assistant still shows errors: go back to your substance dataset,
correct the errors and then create a new dossier.

> If the Validation assistant does not report any errors: export your dossier and save it
in your computer.

Your training dossier is now ready!
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3. Key to the exercise

The following solutions provide only technical advice on how to correct the submission
errors. The explanations why certain information is required are not in the scope of this
training material but can be found in the ECHA manual “How to prepare registration and
PPORD dossiers” at https://echa.europa.eu/manuals.

3.1. Tips for using the Validation assistant

4 v
ahdated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
ime of validation: 2017/05/24 14:43:18
alidation scenano: SC0110 - Registration, lead 10-100, CSR, own GSU W
ualty checks (6)
55 check rules (10)
nplotenou check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the required of
= the Vahdation assistant and they may lead to a diff than ind d by this
| ahdation ass:s 5 ’ he obligation to submit a dossser that fulfils all relevant legal requirements
{ ¥ ) Copy repon Filter Al ~ Rule level. Al
Section tion name Document n Message ) . Rule type  Rule Jevel
BR176 12 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other”’ is made. the 1O Failure
| 1 |adjacent text field must be filled in | - A
NBRITT {12 Composition Joint submission lead registrants must include at least one Business rule |
composition which descnbes the collectively agreed boundaries of the
registered substance. To this end, indicate in section 1 2 tho "I’ypo of © Failure
composition’ as boundary comp of the nce’
| | L L |boundary compositions can be provided, f relevant. S
TCC_0104 0 (14 Analytical | Analytical  |Section 1.4 is incomplete. At least one row must be created inthe  Completenes
2 Information, |Information  (table ‘Analytical determmation”. In each row, the following must be $ check
Analytical prownded
determination - 3 selection must be made in the Purpose of analysis’ pickhist
2) e lection must be made in the ‘Analysis type’ pecklist
Row number inthe table  [iment must exist in the "Attached methods/results”
| 5 A ~~ pfornot providing a method/result must be indicated | -
/
© Validation assistant - Report Back

[ 1]
After correcting a failure, click on the ‘save’ icon in IUCLID =y X1 9

and refresh the Validation assistant report by clicking on the re-check button (shown on the
screenshot above). If the failure was corrected as required then the respective failure
message has disappeared from the report.

Occasionally it may happen that you ‘loose’ your Validation assistant. When trying to open
it again you receive an error message saying that it is already open. You can *find’ the
Validation assistant by clicking on the Validation assistant icon in the bottom right corner of
your IUCLID page.

/ J Third party
® TestSubst{Training Co... T} TestSubstd2017.05-09T
/904}:104l @
TS in in v
!  TostSubstq Role in the supply chai
® TestSubstaTraining Co.. If] /IUPAC n2017-05-09T || Identification of substance v
[ 14414302
) T Type of substance v -

Jisplaying 2 result{s)

7 Information panel
# Information W Clipboard manager ® Attachments © Modification history [E} Annotations & References

Type & Substance
\ T

UUID [ 7bo14169-0702-4585-9088-7a291cb9919
Dossier UVID ‘
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3.2. Failure BR176 and BR177

Comment: Correcting BR177 also corrects BR176

BRA17Y 1.2 Composition

Joint submission lead registrants must include at least one composition
which describes the collectively agreed boundaries of the registered
substance. To this end, indicate in section 1.2 the Type of composition® as
"boundary cemposition of the substance’. Multiple beundary compositions
can be provided, if relevant.

Business rule

ﬂ Failur

BR176 1.2 Composition |Composition |For each composition record in section 1.2, the field Type of composition’

must be indicated. If the selection "other” is made, the adjacent text field must
be filled in.

Business rule

I Failur

3.2.1. How to correct?

STEP 1: In this exercise you are lead registrant and therefore you need two composition records
in IUCLID section 1.2: one marked as “legal entity composition of the substance” and second

marked as “boundary composition of the substance”

describe the boundaries of the joint registration.

. This second composition record is to

These business rules errors indicate that you need to make a selection in the field ‘Type of
composition’ in the second composition record and select “boundary composition of the

substance”.

CORE / Composition / Composition / ECHA_TrainingSubstance_
Search| TOC | Annotations BRI S« X @

REATCH. ?fnfdm oo :, General Information A

Y sl | Name

#- [ 0 Related information
- B 1 General information

Standard composition
Type of composition

& i’ 1.1 Identification
- & 1.2 Composition

boundary composition of the substance j Uther

@ LE composition /i tate / form
— e 12 Other

w3 dentflers Descantion.of comoasition

| @ Composition |

3.3. Failure TCC_0104_02

TCC_0104_02 (1.4 Analytical Analytical
Information, Information
Analytical
determination,
2}

There is mmmhmq wrong of missit
in thr’ sr’mnd row of thr’ table
Analyhral determination

L q stification’ field, clearly stating the reasons for not providing the information.

=same row. If you select "other” in any of the picklist fields, the adjacent text field

Section 1.4 is incomplete. At least one row must be created in the table Completeness

"Analytical determination’. In each row, the following must be provided:; check
- a selection must be made in the "Purpose of analysis’ picklist

- at least one selection must be made in the "Analysis type' picklist

- either an attachment must exist in the "Attached methods/results’ field, ora
reason for net providing a methodiresult must be indicated. To this end, make a
==lzction in the field "Rationale for no results” and insert an explanation in the

Mote that the "Analysis type” field is a multi-select list; if several selections are
made, the correzponding results or justifications for all must be provided in the

must be filled in.

Q Failure
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3.3.1. How to correct?

STEP 1: Select row 2 of the table ‘Analytical determination’ and click Edit

Search TOC  Annotations

REACH Registration 1 - 10 tonnes, stz ...

Y Text filte
# [@ 0 Related information
- @ 1 General information
= B 11 Identification
é Identification
= & 1.2 Composition
@ LE composition
# [ 1.3 Identifiers
= & 14 Analytical Information
@ Analytical Information
B 1.5 Joint submission
& 1.6 Sponsors
+ &= 17 Sunnliers

LA N JK e IRIN
Analytical information A
®

Methods and results of analysis A
Analytical determination

[F’urpose of analysis Analysis type Type of Attached hods... R le for no re... Justification Remarks

[ ification oc/235KB/

e =l | === _application/msword | i

identification and/or [results Analytical Remarks.

quantifcation \ results. doc / 23 5

L | L KB/ 1 1 b
+ Add # Edit X Delete A Move up

Optical activity x

not relevant e B

Remarks

STEP 2: Make a selection from the drop down list ‘Analysis type’

< Anabtical determrenation A
Pupits of Braiis
[dest il i el -
Angiyie ypa ]
Tipa of wkurmgtan. o]
Rty -
A P PP Tl 4
W eyt rirteolls doc 12 5 KE /) g sy rroimened o 0SK

Rateonale o ne maulla

ot man

Rgmarin

Ravraria

3.4. Failure BR049 and TCC_0303_01

Comment: Correcting BR049 corrects also the TCC_0303_01 and the other way around

TCC_0303_01 (3.3 Sites

‘Manufacturer', then you must provide at least one production site in section 3.3. | check
To thiz end, you must create a record in section 3.3 and link a "Site” to it. The
contact address of each site must be provided; as a minimum the fields "Site
name’, "Address’, Town' and 'Country’ must be filled in. In addition, te indicate the
site as a production site, you must link it using the field ‘Related manufacture/own
use’ to at least one manufacture record in section 3.5.1.

Sites.001 If wou indicated in section 1.1 that your 'Role in the supply chain' is Completeness

Q Failure

BRO4S 33 Sites.

'Manufacturer', then you must provide at least one production site in section 3.3.
To this end, you must create a record in section 3.3; link a "'Site” to it; and link it
uzing the field ‘Related manufacture/own use’ to at least one manufacture record
in section 3.5.1.

If you indicated in section 1.1 that your "Role in the supply chain’is Business rule

Q Failure

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



3.4.1. How to correct?

STEP 1: Create a new record in section

3.5.1

=N - BE R
[
B 34 nlormation on metures
= [ 35 Use ant exposere stormation
H 1500 e

e

name and ...

= @ ¥ Manutacture, use and exposure
# [l 32 Estimated quartities

STEP 2: As a minimum fill the fields Manufacture

Mlarndacturs numibsed

25 1 Mantacs—
© B 352 Formaane & " *ﬁ’
# B 353 Vs 2 ot st
# [ 254 Widespmad wses by prole

;=3'J5“' larndactuie nae
& Sites 001 Tt hiee
for ol vaes [ 34 mlormation on mtures
= B 35 Use and exposurs indermation fmm“m
B 350 Use and exposurs information rebevant for all uses DOl 5k m

B 35 1 Manulaciure

i 255 Consumer uses
o 356 Sence e

STEP 3: ... ERC and PROC

I [ 37 Estrated quirtibed
[BF - EE3-™
& Seea 001
[ 14 imiormation on mixhwss
= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

* i 501
el

[l 35 Y Uses on aduningl ptey

15 4 Wdepread wbas by prodessansl wivkes

S [l 35 5 Consurms wiet

a1 5 & Serace e
i [ 36 Usds sdaied mpmenn

[ 3 7 Emsroamentsl misasament bom soregied Soustes
i [l 19 Eminasons rlrmtn

B 310 Apphet ateon b b dfiin of i
i‘lmf ard

. el BN Of fe-pa
[ 353 Uses ot industrial sites
il S daacaac snas b coofaazinnal scsacs

Mormal = Agency FB

Emsronmentsl selsass caegony [ERC)

[=ERCT amdacius of the subalance

Contrbuting Bctrty | Lichague kor workers

e of Bttty | echeigue

] pretein. no

STEP 4: Go to section 3.3 Sites. Link the manufacture use to the site

& B 2 Classéication & Labeling and PET assess
=3 - BV  use and ‘

Xpo!

‘ Logal entty owner S Trawnng Company / Helsnds / Finland

+ W )2 Estmated quantities

=335
@ Stes 001
i o on ON Modures

4, Select » related item

= B 35Use and expo f
= 250 Use and exposure information re
& [ 351 Mandtacture i
@ Manutacture 001
@ [ 352 Formulation or re-packing
# [ 353 Uses at ndustmal stes
@ [l 358 Widesproad uses by professiond
& [l 355 Consumar uses
4 [l 256 Serace e
@ [ 36 Uses advised aganst
—

CORE / Uses ot ndustrial sees / Industral 2 / TestSubstanceX / Te
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3.5. Failure TCC_06_01

TCC_06_01

[ Ecotoxicologic
al information,
Sediment
(freshwater)

Ecotoxicologic
al
Information-co
Py

Section 6 iz not complete. An endpoint summary must be created under
"Ecotoxicological infermation', and each created summary must be complete. For
each of the hazards, a selection must be made in the ‘Hazard assessment
cenclusion® picklist. If 'PNEC' was selected, the value and unit must be provided in
the fields under the conclusion.

Completeness
check

E:i Failure

3.5.1. How to correct?

STEP 1: Identify the reason for the error > Hazard assessment conclusion not filled in

Search TOC | Annotations

CRC = X @

REACH Registration 10 - 100 t N b .. .
_Egls reon onnes Administrative data v
Y Text filter =
Hazard for aquatic crganisms #

-l 0 Related information
£ 1 General information Freshwater v
E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise

B 3 Manufacture, use and exposure STP w SE|E_Ct "ﬂ_O_ hazard

identified"

B 4 Physical and chemical properties

B 5 Environmental fate and pathways

ediment (freshwater) »

Hazard assessment conclusion

E}ﬁf 6 Ecotoxicological information

. w
5 ] |Ecotoxico|ogical Information-copy
6.1 Aquatic toxicit
E* q Y Assessment factor
3.6. Failure TCC_07_01
TCC_07_01 T Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness
information, infermation Toxicological infermation’, and each created summary must be complete. For check
GP-INH-5Y5-L each of the hazards for VWorkers' and ‘General populatien’ a selection must be 9 Failure
T made in the "Hazard azsessment conclusion® picklist. If ‘DNEL", "DMEL" or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
TCC_07_01 7 Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness
information, infermation Toxicological infermation’, and each created summary must be complete. For check
W-EYE-LOC each of the hazards for Workers' and "General population” a selection must be Q =
made in the "Hazard assessment conclusion® picklist. If "DNEL", ‘'DMEL' or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
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10
3.6.1. How to correct?

STEP 1: Identify the exact location of the error

Rule ~ Section nu... Section name Document n__. Message f
TCC_07_01 |7 Toxicological |Toxic . mary must be created |
information. _linform GP - Genera! POpu"f-it|0n reated summary must be |:
GP-INH-8YS- INH - Hazard via inhalation route ers’ and ‘General
LT SYS - Systemic effects 'Hazard assessment

er toxicological threshaold

LT - Long term exposure ovided in the fields under

I'LTT!.'? UL ST

TCC 07 01 |7 Toxicological |Toxicol mary must be created I
information_linform W reated summary must be |
W-EYE-LOC V- Workers ers’ and 'General
EYE - Hazard for the eyes ‘Hazard assessment
LOC - Local effects er toxicological thrashold’

provided in the fields under

|1he conclusion.

STEP 2: Identify the reason for the error > Hazard assessment conclusion not filled in

Search | TOC | Annotations H R | X | @
REACH Registration 10 - 100 tonne: ... ¥
Y Text filter =
-l 0 Related information

E* 1 General information

i [i° 2 Classification & Labelling and PBT | Workers - Hazard for the eyes v

E* 3 Manufacture, use and exposure Additional inf i

@i’ 4 Physical and chemical properties m:::i Hazard via inhalation rou
E* 5 Environmental fate and pathways Systemic effects
G- 6 Ecotoxicological information

Administrative data v

Workers - Hazard via inhalation route v

Workers - Hazard via dermal route v

Long term exposure

E}ﬁ} 1 Toxicological information Hazard assessment conclusion

- @ Toxicological information -
H-@i’ 7.1 Toxicokinetics, metabolism 2
3.7. Failure TCC_11_01
TCC_11_03 1 Guidance on Section 11 is incomplete. At the selected tonnage band, at least one record must |Completeness
safe use be created in section 11. Each record must contain at least the following check
information related to the guidance on safe use:
- First-aid measures e Failure

- Fire-fighting measures
- Accidental release measures
- Handling and storage
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3.7.1. How to correct?
STEP 1: Create a new record in section 11

I 7 12 Addtional toxcological information
@ [ 8 Analytical methods
= 11 Guidance on safe use
B 12 Literature sean ® New rqgord
= & 13 Assessment reports %
13.1 Chemical Safety Repont (Part A)
@ CSR_nojustification-copy
@ Assessment Reports 002-copy(1)
@ [ 14 Information requirements

STEP 2: Identify which fields have not been filled with the required information.

*“|* Nawgation panel CORE / Guidance on safe use / Guidance on safe use 001 / TestSubstanceX / Test

Search TOC | Annotations BRI S v X @
RYEA;(EP: l::?:stm»on 1 - 10 tonnes, standard requirements : Adsmin . data
= ; . w———fpr First-aid measures A
& [l 0 Related information
& [’ 1 General information Tat hore
() [ 2 Classification & Labelling and PBT assessment
@ @ 3 Manufacture, use and exposure
4/ | 4 Physical and chemical properties L PR
& i 5 Environmental fate and pathways i "
# [’ 6 Ecotoxicological information Text here
(= [ 7 Toxicological information
@ Toxicological information
liyEHT and ’. 2 A
i [ 7.2 Acute Toxicity
[ | 7.3 Imitation / corosion Text here.
=) & 7.4 Sensitisation
= [ 7.4.1 Skin sensitisation
() Skm sansﬁlutfon 001-copy I Handling and ~
@ Skin sensitisation.002
B 7.4.2 Respiratory sensitisation Text here
(4 [ 7 5 Repeated dose toxicity
[+ [ 7.6 Genetic toxicity
[ B77 Carcnf\ogemcﬁy Tra inf P
i [l 7.8 Toxicity to reproduction _ ) ; "
@ [ 7.9 Specific investigations P Exp Ip P A
i+ | 7.10 Exposure related observations in humans AIX
W 711 Toxic effects on livestock and pets Text here:
H 7.12 Add: | |
& [l 8 Analytical methods — Stability and reactivity A
2 T 11 Guidance on safe use Text here
o [Guidance on safe use 001
Il 12 Literature search
& [ 13 Assessment reports
13.1 Chemical Safety Report (Part A) 2 Disposal iderati )
@ CSR_nojustification-copy Text here._|
@ Assessment Reports.002-copy(1)
& [ 14 Information requirements
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