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Validation assistant

REACH 2018

* Plugin available in IUCLID and IUCLID Cloud
« Assists you in preparing your IUCLID dossier

« Carries out validations on datasets and dossiers
to verify that information is given correctly

« Validation report lists all failed automated rules
together with failure descriptions for each

« Additional manual verifications done by us are
not displayed in the Validation assistant
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Validation assistant

REACH 2018

« Use Validation assistant before you submit to
minimise failures

— Check your substance dataset before your dossier is
created to correct any failures

— Check final dossier before submitting it

 Never submit your dossier if there are failures
given by the Validation assistant

— Your dossier will fail business rules or completeness
check
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Validation assistant in IUCLID

 Access substance
dataset

« Right-click the dataset
and select ‘validate’

* Fill information
requested by the tool in
the next steps

REACH 2018

-4 IUCLID &
File Edit User Admin Pluging Help
& | I i e

Result type  Substance

Query type Get all substances

Clear

DiE @& B X

Y Filter

Chemical name Legal entity name  Reference substa.
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Validation assistant results

Number of
submission
check
failures

Number of
technical
completeness
check failures

REACH 2018

Number of quality
check failures

«& Validation assistant wizard

Validated entity, Myrtecaine / myrtecaine / 2-[2-(6, 6-dimethylbicycl
Time of validation: 20180307 11:20:28
Walidation scenario: SC0144 - Registration, lead =1000, ow

1. 1]hept-2-en-2-yljethoxy]-N, N-diethylethanami... / substance X / 9043-30-5

100/100-10004=1000, CSR, own GSU

Submission checks (8) 1 | qualty checks (12} 1

Business rules (0), Qompleteness check rules (8}

ﬂ Mo busi ule failures were detected by the Validation assistant. Pleaze note that some of the businesz rules can be checked only at dossier level. Alzo nete that as the Validation
ant verifies infermation only within the IWCLID dossier or substance dataset, it cannot perform all the business rules checks that apply when the dossier is submitted to ECHA.

ﬂ As of 21 June 2016 the completeness check includes additional verifications of the registration dossier by ECHA staff, to ensure that all the reguired elements have been provided. These
checks cannot be replicated using the Walidation assistant and they may lead to a different cutcome than indicated by this tool. The use of the Validation assistant iz without prejudice to
the obligation to submit a dossier that fulfils all relevant legal requirements.

g Re-check E'El Copy report Filter: All - | Rule level: All -
Rule Section nu... ~ [Section name  Document name Meszage Rule type Rule level
TCC_0104_ 02 (1.4 Analytical Anahytical Section 1.4 is incomplete. At least one row must be created in the table "Analytical |Completeness e
Information, Infermation determination’. In each row, the fellowing muzt be provided: check
Analytical - a selection must be made in the "Purpose of analysis® picklist
determination, - at least one selection must be made in the "Analysis type’ picklist
(2} - either an attachment must exist in the ‘Attached metheds/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, lﬂ Failure
clearty stating the reasoens for not providing the information.
Mote that the "Analysis type' field is a multi-select list; if several selections are
i instifirati ided in the b
~
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Validation assistant results

REACH 2018

*d, Validation assistant wizard - O s

Validated entity: Myrtecaine / myrtecaine / 2-[2-(5 8-dimethylbicyclo[3.1.1]hept-2-en-2-yljethoxy]-N N-diethylethanami... / substance X/ 9043-30-5
Time of validation: 2018/03407 11:20:28
Validation scenario: SC0144 - Registration, lead =1000, own 10-100/100-1000/=1000, CSR, own G3U

g’gi

Failing IUCLID ~
section number
and name

Rule ID

Submission checks (8) ¥ | Qualty checks (12) R

Business rules (0}, Completeness check rules (8)

Mo business rule failures were detected by the Validation assistant. Please note that some of the buziness rules can be checked only at dossier level. Alzo note that as the Validation
assistant verifies information enly within the IUCLID dossier or substance dataset, it cannot perform all the business rules checks that apply when the dossier is submitted to ECHA.

ﬂ Az of 21 June 2016 the completeness check includes additional verifications of the registration dossier by ECHA staff, te ensure that all the required elements have been provided. These
checks cannot be replicated using the Validation assiztant and they may lead to a different outcome than indicated by this tool. The use of the Validatien assistant is without prejudice to
igaticn to submit a dossier that fulfilz all relevant legal requirements.

ﬂ Re-ch E‘@ Copy report Filter: All * | Rule level: All -

Rule Section nu... ~ [Section name  Document name Message Rule type Rule level
TCC_p104_ 02 (1.4 Anahytical Analytical Section 1.4 is incomplete. At leazt one row must be created in the table "Analytical |Completeness A
Infarmatien, Infermation determination’. In each row, the following must be provided: check
Analytical - & selection must be made in the "Purpose of analysi

determination,

(2

- at least one selection must be made in the ‘Analysis frpe’ picklist

- gither an attachment must exist in the "Attached mgfhods/results’ field, or a reason
for not providing a methodirezult must be indicat o this end, make a selection in
the field "Raticnale for no results” and insert an lanation in the "Justification’ field, Q Failure
clearly stating the reasons for not providing thefinformation.

Mote that the "Analyzis type’ field iz a multi-g€lect list; if several selections are

/ made the corre: st he nrovided in the

Name of failing .~
document

e |

© alidation assistart - Report

Failure description
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Finding the failing document

& Validation assistant wizard — O *

Validated entity: Myrtecaine / myrtecaine / 2-[2-(6 5-dimethylbicyclo[3.1.1]hept-2-en-2-y|}ethoxy]-N M-diethylethanami... / substance X/ 5043-30-5
Time of validation: 2013/03/07 11:20:28

Validation scenario; SC0144 - Registration, lead =1000, own 10-100/100-1000/=1000, CSR, own GSU

B

Submission checks (8) 1 | Quality checks (12) ®
Business rules (0}, Completeness check rules (8)

ﬂ No business rule failures were detected by the Validation assistant. Please note that some of the business rules can be checked only at dossier level. Also note that as the Validation
assistant verifies information enly within the IUCLID dossier or substance dataset, it cannot perform all the business rules checks that apply when the dossier is submitted to ECHA.

ﬂ As of 21 June 2016 the completeness check includes additional verifications of the registration dossier by ECHA staff, to ensure that all the required elements have been provided. These
checks cannot be replicated using the Validation assistant and they may lead to a different cutcome than indicated by this tool. The use of the Validation assistant iz without prejudice to

the obligation to submit a dossier that fulfi

nt legal requirements.

G Re-check o Open document E‘El Copy report E'E Copy selected row (s} Fitter: All *  Rule level All
Rule Section nu... ~ Section name  Document name Message Rule type Rule level
TCC_0104_02 (1.4 Analytical Analytical Section 1.4 is incomplete. At least one row must be created in the table "Anahytical |Completeness

Information, Information determination’. In each row, the following must be provided: check

Analytical - a selection must be made - *-- "™ o stemimt=intigt

determination, - at least one zelection mus picklist

(2) - gither an attachment miya results’ field, or a reason

for not providing a method
the field "Rationale for no re =
clearly stating the reazons E

» Open document

Copy report

E Copy selected row(s)
Note that the "Analysis type v w o mmureecwcr we, oo veral Selections are
made the correspnndinn resufts or instificatinns for all must be provided in the:

end, make a selection in
in the "Justification’ field,

Q Failure

@  valiation assistant - Repart
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Locating the failure

Name of failing
table

Failing row
number

REACH 2018

ﬁ Re-check a Open document é |E|E| Copy report ElEI Cop

Rule ~ Section number Section name  [Document name Message

TCC_0104_02 |1.4 Analytical Anahytical Section 1.4 iz incomplete.
Information, determination  [determination’. In each ro

@ IUCLID 6

File Edit User Admin Plugine Help

- a selection must be made
- at least one selection m
- gither an attachment mus:

N < R e
‘IB Navigation panel
Search| TOC | Annotations

REACH Complete table of contents

CORE / Analytical information / Analytical determination / Myrtecaine / myrtecaine / 2-[2-(8 6-dimethylbicyclo[:

| =3 | X @

Y Text fitter

-l 0 Related information

. ﬁ 1 General information
G- 1-1 identification

E}-E 1.2 Composition

E}-E 1.3 identifiers

&+ B 1.4 Analytical Information

- [l 1.5 Joint submission
E 1.6 Sponsors
[l 1.7 Suppliers
G [l 1-8 Recipients

Ana

ical information A

®

Metids and results of analysis A

Analytical determination

Purpose of analysis Analysis type Type of information... Attached methodsir... Rationale for no r
identification andfor |other: migrated methods UW_IR_NMR_MS.doc
guantification information 123.5KB/
application/msword

identification and/or |other: oo results
quantification

) Add... # Edit... X Delete AN Move up
Optical activity
not relevant I

Remarks

echa.europa.eu/reach-2018 8
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Correct, save and re-check

REACH 2018

| cone  Anaytcatintornaton:
BB FIe X @

Analytical information A

®

€ Save your changes

Methods and results of analysis A

¥ Unhide validation assistant if not

Analytical determination

Purpose of analysis Analysis type Type of informatio... \Attached methods/... R: V i S i b I e
identification and/or |other: migrated methods UV_IR_NMR_NS.do
guantification information c/235KB/
application/mswol
identification and/or |other: xoo results Attachment for § Information panc
quantification online ﬂDS-SIBde! i Information il Clipboard manager b Attachments (D Modification history [Z Annotations g™ Referencas

“ 172 @ il Rocor |

UUID | 641 4660-ca52-3fec-3aT-9081361c1242 |

_— . . D uuD
"_ Validation assistant wizard pester | |

Walidated entity: Myrtecaine / myrtecaine / 2-[2-(8,6-dimethylbicyclo[3.1.1]hept-2-en-2-yljethox
Time of validation: 2017/04/11 14:30:52
Walidation scenario: SC0019 - Registration, individual =1000

Submission checks (1) ! Quality checks (1) *
Business rules (0), Completeness check rules (1)

Mo business rule failures were detected by the Validation assistant. Please note that some of t
alidation assistant verifies information only within the IUCLID dossier or substance dataset, it
to ECHA.

Az of 21 June 2016 the completeness check includes additienal verifications of the registration
These checks cannot be replicated using the Validation assistant and they may lead to a differg

judice to the obligation to submit a dessier that fulfils all relevant legal requirements.
g Re-check O Open document é | E‘El Copy report E‘El Copy s&
W Section number Section name  Document name Message

TCC_0104_02 E i Anahytical Section 1.4 is incomplete. At lec
i determination  |determination’. In each row, the
- a selection must be made in tl

€ Re-check to see if you correctly
amended the failure

echa.europa.eu/reach-2018 9
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Correct, save and re-check

REACH 2018

« Do not submit the dossier before all ‘Submission check’
failures are fixed

Submission checks (0) 1 | quality checks (o) &
Business rules (0), Completeness check rules (0)

ﬂ Ne business rule failures were detected by the Validation assistant. Please note that some of the business rules can be checked only at dossier level Also note that as the
“alidation assistant verifies information only within the IWCLID dossier or substance dataset, it cannot perform all the business rules checks that apply when the dossier is submitted

to ECHA.

ﬂ No completeness check failures were detected by the Validation assistant. Howewver, as of 21 June 2016 the completeness check includes additional verifications of the registration
dossier by ECHA staff, to ensure that all the required elements have been provided. These checks cannot be replicated using the Validation assistant and they may lead to a
different outcome than indicated by this tool. The use of the Validation assistant is without prejudice to the obligation to submit a dossier that fulfile all relevant legal requirements.

Filter: All * | Rule level Al -

3 Re-check

Rule type Rule level

|Rule ~ Section number Section name  Document name Message

« We perform additional checks that the Validation assistant
cannot predict

echa.europa.eu/reach-2018 10
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Validation assistant in IUCLID
Cloud REACH 2018

« Switch to dataset view

 Click “validate”

‘ & Validate ’ @ Create dossier

/

REACH 2018 dossier preparation »

echa.europa.eu/reach-2018 11
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Validation assistant in IUCLID
Cloud REACH 2018

Correct failures detected in the Validation assistant report

Number of
completeness check
failures

Number of
submission - :
check Q\.l{é Validation assistant report & Re-validate # Edit dossief/settings

failures \
¥ submission checks [) ® Quality checks
Name of failing —

IUCLID section

€ Auto flammability.001

ili ‘Data source’ is not complete. For each endpoint study record n
Name of fallmg must be provided: - If the data is from a study report, the field 'T

document

Failure
description

echa.europa.eu/reach-2018 12
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Correct, save and re-check

REACH 2018

é Validation assistant report € Click the name of the failing section to
be taken to the error

¥ Submission checks B} % Quality checks

@mmsﬂinn.ﬂﬂD WV Save your changes
R EER R

@ Composition Impurities, (1)
Each impurity of a legal entity composition must be identified by providing as a minimum one of the following: -EC number; -CAS number and CAS name; -IUPAC name. For impurities that cannot be identified with any of the
above types of identifiers, the phrase 'unknown impurities’ should be inserted in the 'IUPAC name’ field, and the nature, number and relative amounts of the impurities should be sp.
Read more

General Information

Name

Legal Entity Composition

=» Go back to the
validation report

Type of composition

legal entity composition of the substance XV
State / form
liquid XV

A, Insert existing templates v/

echa.europa.eu/reach-2018 13
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Take home messages

REACH 2018

« Use the Validation assistant to check if you give all
expected information in your dossier

« Correct all failures that appear in the Validation assistant
report

Do not submit your dossier before all the failures are
corrected

« We perform additional checks that the Validation assistant
cannot predict
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