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Creating a complete dossier in IUCLID

e Go to IUCLID
¢ Create a substance dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

¢ Create the dossier
e Run the Validation Assistant on the dossier

¢ In case of failures, correct the dataset or re-create the
dossier

€€
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Creating a complete dossier in IUCLID
1.

+ Go to IUCLID

+ Create a substance dataset

* Fill-in the information

+ Run the Validation Assistant on the dataset
» Correct the failures

» Create the dossier
+ Run the Validation Assistant on the dossier
« In case of failures, correct the dataset or re-create the dossier
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IUCLID6

Home IUCLID Product

IUCLID > Home

File Edt User Admin Help

| | A
T

~aks| Search |70 Annotations
Sign in and "“"": ;“"‘"‘n —
——
download the i

application
BRIB

| ‘ Substance name*

Download

https://iuclid6.echa.europa.eu/

Sign In

Search the IUCLID 6 website pe]

Advanced search »

Download Software Support News

. £ Iv]o]=]+

Download data, e.g.
reference substances;

FAQ regarding installation,
migration from IUCLIDS to
(@)

28 April 2017

2017 onwards. Tn.

webste Beior re s
any additional information they may 1w~

22 March 2017
REACH study results are published
REACH study results is a of non-¢ i data that

was submitted to ECHA under the REACH regulation. It is now available to
download free of charge from this website.

echa.europa.eu

Download
Sign in and download the application

Support
Download data, e.g. reference substances;

FAQ regarding installation

Migration from IUCLIDS to IUCLID6

Technical manuals
Etc.
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File Edit Use-
Create new or Create a Search by UUID :

modify your template to

existing reuse same

substances here endpoint data View your
in different dossiers Administration —

datasets.
s 4 B W
pr— My account ‘mpon Bulk export

Template  —
Dossier Import files: LE,

y
substance datasets,

Store chemical reference substances

information on particular Validate the substance
chemicals once in the datasets and also the

database and link it from final dossiers in order Plugins
there to any IUCLID to minimize the risk

How Q]
Legal entity Legal entity site  Reference substance View what <5

Validation assistant

information will
E ' %: | be published -0
. = o o on the ECHA @
Contacts L1

Chemical inventories ~ Literature reference Test materials website

Estimate the
fee

Dissemination preview Fee calculator Help
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Main functionalities
Free-text field in the top right corner
. Search by UUID
Substance
. Create new or modify your existing substances here
Template
. Create a template to reuse same endpoint data in different datasets
Dossier
. View your dossiers
Import
. Import files
- LE
+ substance datasets
. reference substances
Reference substance

. Store chemical information on particular chemicals once in the database
and link it from there to any IUCLID section.

Validation assistant

. Validate the substance datasets and also the final dossiers in order to
minimize the risk for errors

Dissemination preview



. View what information will be published on the ECHA website
Fee calculator
. Estimate the fee
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Datasets’ list

+ Find your dataset from the list of all the
substance datasets

| [ )

Main tasks

4 |UCLID 6
File Edit User Admin Help

é x¥

Category

10 | izl 0

N “|® Navigation panel

Search | TOC ' Annotations

Template  Result type | Substance
B Query type ]Ge‘ all substances

Annotation

hi@A& |l

[Y Filter

Chemical name egal entity name

& TestSub X {Training C

R

eference substance
TestSubstanceX /
TestSubstanceX /

9043-30-5 / 944-347-4

st modification date

2017-05-09T20:29:49.189...

é TestSubstanceZ ([Training Company

@ T 2/
IUPAC_name / 441-430-2

2017-05-09T20:29:38.252...
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Datasets’ list

. Find your dataset from the list of all the substance datasets
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Fie Edt User Admin Help

a I )

*|= Navigation panel
Search  TOC _Annotations
Reacw c:w’ table of contents

Y Text fiter

@ [l 0 Relsted information

@ @ 1 Generai nformaton

@ [ 2 Classification & Labeling and PBT assessment
@ [ 3 Manufacture, use and exposure

@ [l 4Physical and chemical properties

[ 5 Environmental fate and pathways
[H & Ecotoxicological information
[ 7 Toxicological information
B & Analtical methoss.

=

=]

© Dasiduas in food and faadinastuiie
©Resxiues in fo0d and fesdngatutic

Dataset’s content

Click on ‘TOC' to display the table of
contents of the dataset

By default, the view is ‘REACH Complete’
Select the relevant view from the black

~CLH dossier
IREACH Annex XV - Restriction
IREACH Annex XV - SVHC
IREACH Application for authorisation
IREACH Complete table of contents
IREACH Downstream user report
IREACH Inquiry
IREACH Notification of substance in article

egistration 1 - 0 tonnes, physicochemical requirements -
\CH Registration 1 - 10 tonnes, standard requirements
eg K
BEncLioon N \‘*
- 1000 mmﬂ
above 1000 t0
———

T
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Dataset’s content

. Click on ‘“TOC’ to display the table of contents of the dataset
. By default, the view is ‘REACH Complete’

. Select the relevant view from the black arrow

. Blue boxes indicate the options for the lead registrant

. Orange box shows the options for member registrant
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: S Tew A0 P « Mandatory sections are marked with a red
| | K :
asterisk

*|= Navigation Panel

Search| TOC | Annotations

REACH Registration above 1000 tonnes .
Y Text fiter N
@ [l 0Related information
om

@ [’ 1.1 Kentification

@[ 1.2 Compostion

@ [l 1.3 centifiers

@E‘uwhmm

[ 15 Jont submission

& 1.6 Sponsors

@ [l 1.7 Supphers

@ [l 1.8Recpients
@[’ 2 Classification & Labeling and PBT assessment
@ [ 3 Manufacture, use and exposure
znawwwm
&) fif S Environmental fate and pathways
&-fi 6 Ecotoxicological information
@[’ 7 Toxicological information

ECHA.EUROPA.EU 9

Section tree
. Mandatory sections are marked with a red asterisk *
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Data requirements

e Lead data requirements compared to the
member data requirements

‘I? Navigation panel

Search| TOC | Annotations

Search TOC | Annotations

REACH Registration 1 - 10 tonnes, standard require ... | Y REACH Registration ber of a joint submission - ... | Y

Y Text fitter

Y Y Text fiter

@@ 0 Related information
[ 1 General information

[ 2 Classification & Labeling and PBT
# E* 3 Manufacture, use and exposure

@[l 0 Related information
@-J" 1 Generalinformation

# E 2 Classification & Labelling and PBT
# E* 3 Manufacture, use and exposure

[§’ 4 Physical and chemical properties ) 4 Physical and chemical properties
@’ 5 Environmental fate and pathways @ 5 Environmental fabe and pathways
@ [’ 6 Ecotoxicological information @-E3 6 Ecotoxicological information

[ 7 Toxicological information © 7 Toxicological information

[ 8 Anaiytical methods @[] 8 Analytical methods

@i’ 11 Guidance on safe use
= & 11 Guidance on safe use

[l 12 Literature search

[ 13 Assessment reports

|| 14 Information requirements

12 Literature search
&g 13 Assessment reports
@[l 14 Information requirements
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Data requirements

Lead dossier requirements compared to member dossier requirements.

Lead is expected to provide the data in the endpoint sections on behalf of
the members. The quality of that data is a joint obligation of all the joint
submission (not only lead). If a member does not agree on the jointly
submitted data, or if the joint submission tonnage band does not cover the
member’s tonnage, then the member can provide data in sections 4-8 on
his own. It is considered opt-out and IUCLID section 14 needs to be filled
with the opt-out data. Higher fee applies to registrations with opt-out.
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Filling-in a dataset

e Right-click on a section to create a new

Flo R Usor Aduh Hep record or a new endpoint summary

ECHA.EUROPA.EU

N < (K] R
L
===l T0C e Search| TOC | Annotations
[ o REACH Registration above 1000 tonnes l'
REACH Registration above 1000 tonnes Y Tori fhor =
Y Text fitter LI
H 0 Related information
Il 0Related information ' 1 General information
e s 1 General information &' 2 Classification & Labelling and PBT assessment
E" 1.1 entification ﬁ’ 3 Manufacture, use and exposure
E" 1.2 Composition ﬁ' 4 Physical and chemical properties
@B 1.3 Kentifiers - 5 Envi | fate and pathway
- S 6E - olnpial imk :
[’ 1:4 Analytical Information Qi6E @, New endpoint summary
[ 1.5 Joint submssion ® New record ' 6.1 Aquatic to> )
5 Joint submission 1 B Copy all to clipboar
B 6.2 Sediment t Py P
[ 1.6 Sponsors 63 Terastialy
B 1.7 Supplers [ 6.3 Terrestrial 1, Expand Plus
: [l 6.4 Biological ¢ )
s A Collapse Minus
: E 1.8 Recipients ¥ E 6.5 Biotransforinauun anu nineucs
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Filling-in a dataset

IUCLID 6 is record based

Right-click on a section name to create a new record or an endpoint

summary
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e Every value must be followed by a unit

Degree of purity A

®

v 80.0

designated free text field

sssss
X XV - Restriction
X XV - SVHC

uthorisation: s

rep
isafety data sheet (SDS)
jother.

e Every justification must be (scientifically) meaningful

ECHA.EUROPA.EU 12

Tips for filling in a dataset 1/2
« Every value must be followed by a unit

+ Every ‘other’ must be followed by a justification in the designated free text
field

« Every justification must be (scientifically) meaningful



Description of composition
AIX

Attached descr%x

CECHA ips for filling in a dataset 2/2
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e Use free text templates as a guideline

-9, Free text templates X
View / edit / insert freetext template as appropriate
In case of several options. click the heading of the desired freetext template. A
Delete/add elements and edit text set in [...] (if any) as appropriate ’ »'

@ Add

Justification for deviations

T — \?pllon 1: Boundary composition of the substance

ption 2: Composition of a UVCB substance

DESCRIBE THE PROCESS BEHIND THE PARTICULAR COMPOSITION OF THE UVCB ...
SUBSTANCE

- Identity of starting materials/source (and ratio):

- Reaction steps/mechanisms

- Relevant operating parameters (e.g. temperature and pressure):

- Solvents/reagents used:

- Details on any extraction/isolation steps as appropriate

- Details on any clean-up/purification steps as appropriate:

- Physical-chemical parameters (e.g. boiling poin}):

echa.europa.eu 13

Tips for filling in a dataset 2/2
+ Use free text templates as a guideline
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Help needed? Press F1

IUCLID contains an embedded Help System. Press F1 to
access it. It contains:

« Information on the IUCLID functionalities

« Help text for the IUCLID fields

« Dossier preparation manuals, e.g. how to prepare a registration
dossier

ECHA.EUROPA.EU 14

Help needed? Press F1

. IUCLID contains an embedded Help System. Press F1 to access it. It
contains:

. Information on the IUCLID functionalities
«  Help text for the IUCLID fields

. Dossier preparation manuals, e.g. how to prepare a registration
dossier



Validation assistant
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

¢ Create the dossier

e Run the Validation Assistant on the dossier

¢ In case of failures, correct the dataset or re-create the
dossier

€€
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Creating a complete dossier

1.

Create the dataset
Fill-in the information

Run the Validation Assistant on the dataset
Correct the failures

Create the dossier
Run the Validation Assistant on the dossier
In case of failures, correct the dataset or re-create the dossier




rECHA Validation Assistant
==
ch | TOC Annotations
Result type Substance -
Query type Get all substances v
e Access the substance
datasets list [seen N
7 - 7 hi@al ®ix
e Right-click on the Y F
dataset Whlch you Want iChemwca\name Legal entity name Re!e(r:enc::ubitan(csebLas(mocmcanon date
Test substance 1 |Example Company 1 /TL’J';’I:Cf:a:‘Se/u 2016-08-11T19:52:13
to check and select é R /pAC o
‘Va”date, S I::;uncez Test company :Ja::gl/]m’ 2016-08-11T20:32:28...
open 2311711
E] Create Dossier.
@ Print
El Generate report
[!m Export
X Delete
&b v ;c:h
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Validation Assistant

Use the Validation Assistant (VA) to make sure that the substance dataset
contains all the information required for your tonnage band and your
submission type. Using the VA will minimize the risk of business rule
failures and TCC failures but it will not exclude the possibility of failing BRC
or TCC. Therefore, it is important to keep an eye on the tasks and
messages in REACH-IT to receive any communication from ECHA in a
timely manner and to react accordingly.

VA shows the business rules that can be checked on IUCLID level but not
the ones that depend on REACH-IT, e.g. joint submission name, last
submission number, etc.

VA shows all the automatically checked TCC rules. ECHA will perform
additional manual checks that cannot be replicated by the VA.
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e Select the submission type

+d, Validation assistant wizard - O X
\Validati istant - Submission type specification
&5
Dossier type
Select submission type REACH Registration member of a joint submission - general case I N
|~ Use advanced settings - select information to be checked based on confidentiality and reg y programme flags
o Provide the submission type information in order to det Back Next

ECHA.EUROPA.EU

Validation Assistant
+ Select the submission type
+ Click next



ZECHA Validation Assistant
e Provide the dossier header information to get the correct
outcome

“. Validation assistant wizard = o X

Step 3 - Validation assistant - Enter addtional information concerning your dossier

S

5
<5

Type of submission

™ Joint submission

Tonnage band(s) of the registrant
On-site isolated intermediates tonnage band (REACH Article 17) -

Transported isolated intermediates tonnage band (REACH Article 18)

Specific submissions

Tlbma e e
I The submission is an update

Dossier specific information

Phase-in phase-in o

[~ Reviewed by an assessor
Remarks

L ——

L

ECHA.EUROPA.EU 19

Validation Assistant
* Provide the dossier header information to get the correct outcome
+ Click next
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e Correct all the submission checks: both

business rules (BR) and technical
completeness check rules (TCC)

-4, Validation assistant wizard

Quality checks are recommendations to
improve the quality and consistency of your
data; not subject to completeness check

Validated entity: T¢ t /Te
Time of validation: 2017/05/0 7:13
Validation scenario: SCOg#P- Registration, lead >1000, own

Submission checks (16) ¥ | Quality checks (2) &
Business rules (2), Completeness check rules (14)

R kot L el An < Rute tevel Al =
£ Re-check B Copy repoit Filter: Al Rule level: All
Rule ~ Section number Section name Document na... Message Rule type Rule level
BR177 12 Composition 1Jmnt submission lead registrants must include at least one composition | Business rule |~
which the agreed of the
substance. To this end, indicate in section 1.2 the Type of composition’ 1O Failure

as 'boundary composition of the substance’. Multiple boundary
compositions can be provided, if relevant

TCC_0104_02 |14 lytical lytical The ‘Analytical " provided in section 1.4 is incomplete. At Completeness
Information, Information least one row must be created in the table ‘Analytical determination”. In |check
Analytical each row, the following must be provided
determination, - a selection must be made in the Purpose of analysis’ picklist
2) - at least one selection must be made in the ‘Analysis type' picklist

- gither an att: it must exist in the 'Altached methods/results’

field, or a reason for not providing a method/result must be indicated. To

this end, make a selection in the field ‘Rationale for no results’ and 1O Failure
insert an explanation in the Justification’ field, clearly stating the

reasons for not providing the information.

Note that the ‘Analysis type' field is a multi-select list; if several
I are made, the results or for all =
"

!must be orovided in the same row If vou select ‘ather” in anv of the.

@ Validation assistant - Report m

ECHA.EUROPA.EU

“ECHA Validation Assistant

20

Validation Assistant

In this example there is one business rule failure and one TCC failure

which both need to be corrected before creating the dossier.
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-4 Validation assistant wizard
Validated entity: Te JAL

Validation Assistant

IT

Time of validation: 2017/05/09 20:57:13

e Rule identifier

Submission checks (16) ¥

e Location of the.
failure

O Recheck

Quality checks (2)
Business rules (2), Completeness check rules (14)

© Open document @ | B Copy report B Copy selected row(s)

/9043-30-5

Validation scenario: SC0144 - Registration, lead >1000, own 10-100/100-1000/>1000, CSR, own GSU

Filter: All

Rz~
m —
TCC_0104_02

Section number Section name
14

Document na

Message

Yy

Y

Analytical
.y determination,

e Section name

e Name of the table—""

e Number of the row in-

that table | —

| Note that the ‘Analysis type' field is a multi-select list; if several

The * y i ' provided in section 1.4 is incomplete. At
least one row must be created in the table ‘Analytical determination’. In
each row, the following must be provided

- 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, or a reason for not providing a method/result must be indicated. To
this end, make a selection in the field Rationale for no results’ and
insert an explanation in the ‘Justification’ field, clearly stating the
reasons for not providing the information

must be provided e same row. If you

Error description™

© Validation assistant - Report

ECHA.EUROPA.EU

21

Validation Assistant

« This example gives you some hints on how to read the VA outcome.




“ECHA

EUROPEAN CHEMICALS AGENCY

’ -4, Validation assistant wizard

e Refresh the Validation Assistant
report after correcting a failure.
Click Re-check.

Lompieteness check ruies (14)
£3 Re-check

ZRu\e A R
TCC_0104_02 |14

................. TantCuihnbnmanV [ TantQuiknbannnV | TmtCubntanceX / 9043-30-5

€ Open document db | By Copy report B Capy selected row(s)

Section number Section name Document na... Message

Validation Assistant

- (m] X

00/100-1000/>1000, CSR, own GSU

Filter All ~ Rule level" All 3.

VRuIe type

Rule level

y y
Information, Information
Analytical

determination,

)

© \Validation assistant - Report

The * y " provided in section 1.4 is incomplete. At
(635t ONG fOW o8 ba mommbadin hia Sabin SAoalsiont doba—icatiamt In

Completeness
s

each row, t
- a selectio 4
- at least o

Right-click on a TCC failure to be
- either an automatically directed to the
WAl error location in IUCLID

insert an expianauon i ue Just

reasons for not providing the infc 5 .. 4, :\m{,r,;:‘é
Note that the ‘Analysis type' fiek &g Copy report JiR§
selections are made, the corres o

Failure

ng e

averal
* _ tions for all
must be provided in the same ro & COPY Selected row(s) 3y of the

picklist fields, the adjacent text field must be filled in \ -
A

ECHA.EUROPA.EU
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Validation Assistant

« Right-click on the failure message and select ‘Open document’. IUCLID

opens the location of the error. This does not work with the business rule

failures, only with TCC errors. Alternatively you may navigate manually
through the IUCLID section tree to the location of the error.

+ Don’t be surprised if you realise that clicking on the failure message does

not take you anywhere. It means that this specific record is missing
completely and you have to create one and fill it in.

Read the failure message very carefully. It does tell you exactly what you

have to do in order to correct the error.
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“|® Navigation panel TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5 L

Search | TOC | Annotations BB B X @
Result type Substance = Substance name* =
Query type |Get all substances > | TestSubstancex

Public name

Legal entity flags

EmN- e

D@ B x Le?alenmy'
Y Fiter M Training Company / Helsinki / Finland > X
Third party flags
[Chemical na... Legal entity ... Reference s... Last modific.
TestSubsta ®

/ Third party
@ TestSubst{Training Co... |f3] TestSubstz2017-05-09T.
19043-30- @

944-3474 Role in the supply chain v

TestSubstd
@ TestSubstaTraining Co... |[f] /IUPAC_n2017-05-09T. Identification of substance v
/441-430-2
Type of substance v -
i Information | jiy Clipboard manager ' Attachr . o 5
You can (un-)hide the Validation
Type | d Substance A e o
- Assistant by clicking on this icon
7be1d159-e702-4585-9e88-7a291cbf.
Dossier UUID |
b.sptaymg 2 result(s). \/
wUser &
L 8
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Validation Assistant

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



Dossier creation

Dossier creation
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

¢ Create the dossier
¢ Run the Validation Assistant on the dossier

¢ In case of failures, correct the dataset or re-create
the dossier

€€
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Creating a complete dossier

* Create the dataset
» Fill-in the information

+ Run the Validation Assistant on the dataset
» Correct the failures

» Create the dossier
+ Run the Validation Assistant on the dossier
« In case of failures, correct the dataset or re-create the dossier




“ECHA Dossier creation

Search | TOC Annotations

Result type  Substance A

Query type Get all substances -

e Select the dataset
B ~

. . ="
e Right-click and DR&al®|lx
create dossier Y Fite
Chemical name Legal entity name Reference substance Last modification date
CambridgeTestSub:
@ Testsubstance 1 |Example Company 1 [[F] /IUPAC_name/ [2016-08-11T19:52:13...
500-001-0
Test ‘ vanadium /
ehatara Test company 23'::1(:7,1 » 2016-08-11720:32:28...
ﬂ Open
[%] Create Dossier,
&5 Print.. I}
=) Generate report.
@ Export...
X  Delete
& Vaidate..
ECHA.EUROPA.EU 26

Dossier creation

« Once all the failures have been corrected on the dataset level you may
create the dossier.
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Dossier creation wizard

e Select the correct dossier type

*9, Dossier creation wizard X

Substance

Select submission type for a Substance

(" REACH 1-10 tonnes, phy q
(™ REACH Registration 1 - 10 tonnes, standard requirements
{~ REACH Registration 10 - 100 tonnss

(" REACH Registration 100 - 1000 tonnes

(" REACH Registration above 1000 tonnes

(¢ REACH Registration member of a joint submission - general case I

(" REACH Registration member of a joint submission - intermediates

(" REACH Registration on-site isolated intermediates above 1 tonne ‘
(" REACH Registration transported isolated intermediates 1 - 1000 tonnes

(™ REACH Registration transported isolated intermediates above 1000 tonnes ‘

(" REACH Substance Evaluation

[~ Use advanced settings

0 Select submission type Next

ECHA.EUROPA.EU 27

Dossier creation wizard

+ Select the correct dossier template. There are only two templates relevant
for the member registrants. See also slide 12.

« If you are lead registrant then the tonnage band of the dossier template
must cover the agreed joint registration tonnage. You will be able to select
your own individual tonnage in the next step.
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¢ Fill-in the dossier header

@, Dossier creation wizard X

Administrative information: Enter additional information concerning your dossier
type : REACH member of a joint submission - general case c—

Dossier name (given by user) -

Dossier submission remark

Type of submission

I Information provided by the lead on behalf of the member(s)

[~ Chemical safety report
™ Guidance on safe use

[” Review by an assessor

Tonnage band(s) of the member registrant

Tonnage band between 1to 1 ... | ¥
On-site isolated intermediates tonnage band (REACH Article 17) o b5
Transported isolated intermediates tonnage band (REACH Article 18) oo N3

ECHA.EUROPA.EU
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Dossier creation wizard

If the CSR and/or GSU are provided by the lead on behalf of the members
then these tick-boxes must be ticked on the dossier header.

You will need to indicate your individual tonnage., e.g., joint registration
covers the tonnage range 100-1000 t/y but lead’s individual tonnage is
only 1-10 t/y. The example screenshot is from the member dossier
creation wizard but the same logic applies also to the lead registrant’s
dossier creation wizard.
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e Fill-in the dossier header for update

@, Dossier creation wizard

X
Administrative information: Enter additional information concerning your dossier
Submission type : REACH Registration member of a joint submission - general case | — |
-

Specific submissions

The submission is an update

Last submission number AB12345-67

Reason for updating

Further to a request/decision from a regulatory body

VAD
CCH-C-12345689-01 A @ X
|Number CCH-C-12345689-01 |
S —
Remarks
Sponlaneous update
VAD®
change in classification and labeling A @ X

IJusnﬁcamn change in classificatic ... | Y

Remarks

ECHA.EUROPA.EU 29

Dossier creation wizard

Once you have successfully registered your substance you may have a
need to update your dossier - submit a spontaneous update. Also, if
your dossier happens to fail TCC or you will be requested by ECHA to
provide further information for other reasons, you will need to submit an
update dossier - requested update. The above screenshot shows the
mandatory fields for an update dossier. Note that if your dossier fails TCC
then it is advisable to correct only the missing or faulty information. Any
additional and new information you can submit as a spontaneous update
after the TCC requested update is considered correct by ECHA.
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4 lUCLID 6 - o X
Copy and paste the

Fie Edt User Admn Help dossier UUID here.

a | | | @ Press Enter to open the 341530-6a71-497c-9e61-e 31669160451 Q
dossier. I o
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Open the dossier

« Copy the dossier UUID from the Dossier UUID field in the bottom of the
screen

» Paste the dossier UUID in the free-text field located at top right of the
screen

* Press Enter to open the dossier
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Validate the final dossier

* New errors may have occured during the dossier creation. Therefore it is
important to validate also the final dossier before exporting it, e.g. wrong
dossier template was selected. If any errors are detected you will need to
go back to your substance dataset, correct the failures and create a new

dossier.
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Export the dossier

* Your dossier is ready to be exported from IUCLID and to be submitted to
REACH-IT.
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Regulatory processing by the Agency
What happens to your registration dossier after submitting it to ECHA?
Upload: The dossier enters into ‘pipeline’

Pre-processing: The file undergoes several IT checks, such as virus check,
file format validation (verified that it is an i6z file), etc.

Business Rules Check is a set of admin checks, e.g. submitted the correct
type of dossier (initial or update, member or lead, company address). If BRC
is failed the company gets a task with the failure message and instructions to
resubmit. No limit on the number of attempts. The dossier is considered
‘submitted to ECHA’ once the business rules check is passed. That would be
the submission date of the registration dossier.
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Two parallel processes:
1. Invoice is being issued

2. Technical Completeness Check (TCC) includes both automatic and
manual checks to verify that the data required by REACH is provided inside
the dossier. If TCC fails, there is only one more attempt within a given
deadline, else submission gets rejected and any money related to this
submission will not be refunded. TCC may take from some minutes (if
everything is straight forward and OK) up to 21 days as per REACH art. 20
(if the workload in the pipeline is high or if the dossier is complex). Note that
if the dossier is submitted within 2 months before the 2018 registration
deadline then TCC may take up to 3 months after the deadline (REACH art.
20).

Overall Completeness Check (OCC) - Members of the joint submission
can submit their dossiers as soon as the lead dossier has passed the business
rules. They will be ‘parked’ at the OCC step until the lead dossier is
completed.

Decision sending - with a positive decision a registration number is issued;
negative decision means rejection of the submission and the whole process
needs to be restarted. If an intial submission gets rejected then it means that
no registration number will be granted. If an Update dossier gets rejected
then it means that only the latest update submission gets rejected; it does
not affect the registration number.



Further steps: Ouside the pipeline and after the registration is confirmed:
data gets published on the ECHA website (unless claimed confidential);
dossier may be selected for further assessments, e.g. Compliance check.

All these steps are communicated to the registrant via REACH-IT.
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Creating a complete dossier in IUCLID

e Fill in the information in your IUCLID substance dataset

e Run the Validation Assistant on the dataset and also on
the final dossier. Correct the failures.

e Export your dossier and submit it to ECHA via REACH-IT.

_J
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Creating a complete dossier in IUCLID

1.

* Fill in the information in your IUCLID substance dataset
2.

+ Run the Validation Assistant on the dataset and also on the final dossier.
Correct the failures.

3.
+ Export your dossier and submit it to ECHA via REACH-IT
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Useful links

« IUCLID 6 website: https://iuclid6.echa.europa.eu/

+ ECHA website support section: https://echa.europa.eu/support

+ ECHA website on 2018 deadline: https://echa.europa.eu/reach-2018

« Manuals on preparing dossiers: http://echa.europa.eu/manuals

« More information on the manual verification areas of the completeness check:
Ie /10 6')/1'2ﬁ|:2/m:n|| ! s h

httne: //acha aiirnna ani/d a
/L manua

nriimantc 1 ramn
TILLPO.//CUINIG.CUIT VPO CU/ UULUITTITT I, LUL) LOUT LUITIY

k_en.pdf

«  Webinar on completeness check: https://echa.europa.eu/-/completeness-
check-preparing-a-registration-dossier-that-can-be-successfully-submitted-to-
echa
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