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WebEX instructions 'Q',
IUCLID6

“ Open Volume Mixer

Audio troubleshooting

Playback devftes

tin i Recording defices

« If the volume is too low, try to increase the sound volume
of your computer.

options

10:53
15/04/2014

« If the audio cannot be heard at all, verify that the audio
broadcast window shows a green triangle and that the S s
volume slider is not too low. ||

«  If the problem persists, you can use a telephone for _The audio broadcast window

receiving audio.

— Click the button shown above to Request Audio The Request audio button
is only needed to connect
— Select Use phone, enter your phone number audio by phone should the

audio broadcast not work

— Click on the Call me button oroperly.
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IUCLID webinar @ ucLine

)
Agenda for today
Welcome and introduction F. Le Goff 11lam
(EEST)
Information on the next service release F. Le Goff 11:05
* Fixes for known issues
« New features M. Roberts

* Replace during import
* Inventory management
« Comparison tool

Changes in reporting data in IUCLID 6 A. Malkia 11:35
« Dynamic content validation of fields
* How to report read-across information
* Impact of REACH annex changes

Sending additional questions All participants 11:55
Questions and Answers session All participants Until 12:15
ECHA
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WebEXx Iinstructions
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The Q&A panel

* You can post your questions during the entire webinar

» Answers will be given during the webinar and also provided in written
form after the event

» Before the Q&A session 5 minutes will be left to send additional
guestions

ﬁ - ¥ WA b

all

The Q&A panel

You can send questions during and after the
presentations to the panellists, using the Q&A panel
To send a question, select All panelists from the
drop down menu, write your question in the lower Aske -
box, and finally click Send.

Type your question here.

If a poll is opened during the webinar, the polling

. - * Pclling
panel will open automatically

To send the guestion, click here
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WebEX instructions @ i
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Recordings

« After the meeting, we will publish on the IUCLID 6 website:
— The recording of the webinar (presentations)
— Questions and answers (written document)

‘Download Software
IUCLID > Support > Documentation > Videos nﬂﬂ 0
Documentation Videos
= |UCLID format
m System requirements Switching from IUCLID 5.6 to IUCLID 6 (15t June 2016)
= Videos

WEBINARS

MECHA

EUROPEAN CHEMICALS AGENCY

Presentation | Questions & Answers

IUCLID 6 webinar for advanced users — Part 2



Feedback on IUCLID 6 release
Future updates




|JUCLID 6 and ECHA’s submission tools

REACH-IT

viluuuuG

« Simplified installation for the

desktop version.
* New and updated OECD
harmonised templates.
* Help text integrated.

&3
6
15\2)@,\0

O Use [UCLID 5 for dossier ;'quission O Submit only IUCLID 6 dossiers

\g/ REACH"IT

* More intuitive user interface.

» Enhanced completeness check.

* One substance, one registration.

* Substance identity profile
required in lead dossiers.

* Help text integrated.

chesar

«More effective exchange of data
with IUCLID.
*Better assessment of

complex substances.
*Enhanced help text.

OdIUbLILJ6

o

IUCLID 6 webinar for advanced users — Part 2



JUCLID 6 and ECHA's submission tools ‘@ ucLins

R4PB 3

ggb R4BP 3

ainuuuus

« Simplified installation for the
desktop version.

» Mew and updated OECD

* Adapted to IUCLID & format.

harmonised templates.
*Help text integrated.

' °

x
5‘5"?1%‘?3

L .~

Use IUCLID 5 for dossier submission

Submit enly IVCLID & dossiers
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IJUCLID 6 @ vouos

Maintenance release of 21st of June 2016

« Content highlights
- BUg fIXGS IUCLID > Download Software
— Improvements to the CSR Download Software

— Final configuration of the
Dissemination preview

— Help SyStem Update > Desktop version for 32-bit computers
— Communication with Chesar 3

* Release made available with an updater
In connection with your IUCLID 6 download, you might want to consult the following links:

- FirSt inSta”ation Of IUCLlD 6: use the Presentation on IUCLID S@UOLIDGmanuaIS\FAQ
installer

— Want to upgrade your IUCLID 6: use
the updater

 Release notes available on the IUCLID 6
website (Download page)

» [IUCLID 6 installer and updater: which one should | download

» Desktop or Server - which is better for me?
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IUCLID 6

Updater

» Download the updater to your
IUCLID 6 installation folder and run it
from there

« Abackup is always taken before the
update in order to restore the system
if needed

» Specify a location for the backup

» Specify the location of your IUCLID 6
installation

ﬁdluuuu6

**. IUCLID 6 Desktop Updater Tool

Update IUCLID & Deskiop | Restore

Update IUCLID 6 Desktop to version 1.0.2

On clicking the Update button below, the Updater tool first creates a backup archive, and then updates IUCLID §. The backup archive
contains a copy of the application and the database, which includes data such as Substances and Dossiers. The archive (i5fb) may be
used by the Restore feature of the Updater tool.

Notes

1) The default name of the installation directory of IUCLID & Desktop is ivclids.

2} The installation directory must contain GlassFish in a directory named giassfishd.
3} The backup archive must be saved outside of the directory glassfish4.

4) The Updster foo! requires Java 8 (JRE). OpenJRE/DK works.

5} Do not update a beta version of IUCLID &.

) The first time IUCLID & Deskiop is started after an update, it will take longer to start.

Directory in which the backup archive will be saved

BAFILESVUCLID S\backup

Browse
Browse

IUCLID & Desktop installation directory to be updated
BAFILESMUCLID 8\1.1.0 Desktop alpha.8 - migrated database

Progress log

0%
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Future updates 'i
IUCLIDG6

Timelines

» Service releases of IUCLID 6 will be made available twice a year

« 2016-2107 transition period
— 30 September 2016
— 11 January 2017
— April 2017
— October 2017 (can contain format update)

« Like in IUCLID 5, backward compatibility ensured

29 April 21 June \

IUCLID 6 (1.0.0) Patch (1.0.2) y/
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Future updates i@ iucLine
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Service release 1 - scope

» Dossier comparison * Fixes
* Inventory management tool — Migration issues
* Improvements to the User Interface — Performance issues
(contrast, font size, Mac / Linux) — Search

* Quality rules for the validation assistant — User permissions
* Public API (1st version) — Undo function
* Improvements — Field labels

— Clipboard

— Filtering

— Aggregation

— Report generator and CSR

— Help

— Manual validation rules

— Import (replace option)

— Chesar plug-in (compatible with next
Chesar version only)
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Service release 1 s@ucLiDe

Bug fixes

Known issues

» Q36 | attempted to export or run the Validation assistant on a IUCLID & dataset/dossier, or to create a dossier from a dataset. The operation is
unsuccessful and | get an error at the top of the IUCLID window: “An error happened at the server'. The error log points to a NullPointerException.

What is the problem?

¥ Q37 | migrated a dataset from [UCLID 5 to IUCLID 6. When | tried to copy-paste or type information in a rich text field in the IUCLID & dataset,
nothing is pasted, or the data is removed from the field when saving. When | print the dataset, the data seems to reappear. \What is happening?

> Q38. When | use the print function in IUCLID & or when | generate a CSR with the Report generator an error is displayed in the Background
Job Console. In the log files the following error is reported: javax.=zml . transform.TranzformerException:

org.xml . zax.SAXParseException: Premature end of file

https://iuclidé.echa.europa.eu/faq
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Future updates i@ iucLine

o

Service release 1 - scope

» Dossier comparison * Fixes
* Inventory management tool [— Migration issues]
* Improvements to the User Interface — Performance issues
(contrast, font size, Mac / Linux) — Search
* Quality rules for the validation assistant — User permissions
* Public API (1st version) — Undo function
* Improvements — Field labels
— Clipboard
— Filtering
— Aggregation
— Report generator and CSR
— Help

— Manual validation rules

— Import (replace option)

— Chesar plug-in (compatible with next
Chesar version only)
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Service Release 1 .Q:IUUL.us

Database patch tool

* New tool provided to fix issues in the IUCLID 6 database
 Can be runin ‘scan’ or fixX mode
» Backup your database before running the tool
» The tool contains the list of issues for which a fix is provided
« Some fixes will require a connection to a IUCLID 5 database
» If other issues are detected in the future
— Anew version of the tool will be made available
— The tool will be able to detect the changes previously done

-d IUCLID 6 Patch tool - X

¥Welcome to the WCLID 6 Database Patch tool (1.0.0).
To run the tool in the IWCLID & database, first enter values for all of the parameters below.

Patch ID Description Can execute?
Patch001_aAttachmentReferences !Aﬂacnmem reference corrector Yes

1
¥ Run patch tool in FDX mode. (ﬁlling this checkbox will cause the patches to be applied to the IUCLID & database, if appropriate.)
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Database patch tool é@ucLbe
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List of fixes

» Corrupted attachments are replaced with a default file
» Biocidal Product Regulation (BPR)

— Links to the Use information inside the ‘Method of application...’ records: the link to the
exact use was missing. This is now added in the field ‘Detailed description of method of
application’ (*)

— Sections 9.2 or 9.1 ‘Further ecotoxicological studies’ are now displayed in BPR dossiers

» Finalisation of the migration of the Test Material in templates inherited by several substances

» Migration of the field ‘Doses / concentrations’ in the documents ‘Developmental toxicity /
teratogenicity’ (*)

* Inquiry document: migration errors in the Toxicological information section (*)

(*) Need connection to the original IUCLID 5 database
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Future updates i@ iucLine

o

Service release 1 - scope

« Dossier comparison * Fixes
+ _Inventory management tool — Migration issues
[- Improvements to the User Interface ] — Performance issues
(contrast, font size, Mac / Linux) — Search

* Quality rules for the validation assistant — User permissions
* Public API (1st version) — Undo function
* Improvements — Field labels

— Clipboard

— Filtering

— Aggregation

— Report generator and CSR

— Help

— Manual validation rules

— Import (replace option)

— Chesar plug-in (compatible with next
Chesar version only)
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Future updates i@ iucLine

9
Service release 1 - scope
» Dossier comparison * Fixes
* Inventory management tool — Migration issues
« Improvements to the User Interface — Performance issues
(contrast, font size, Mac / Linux) — Search
* Quality rules for the validation assistant — User permissions
* Public API (1st version) — Undo function
* Improvements — Field labels
— Clipboard
— Filtering
— Aggregation
— Report generator and CSR '
— Manual validation rules Chesar users: please, wait for
—__Import (replace option) the next update of Chesar 3
[— Chesar plug-in (c.ompatible with ] before upgrading IUCLID 6
next Chesar version only) \_ W,
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Future updates i@ iucLine

o

Service release 1 - scope

* Dossier comparison * Fixes
* Inventory management tool — Migration issues
* Improvements to the User Interface — Performance issues
(contrast, font size, Mac / Linux) — Search

* Quality rules for the validation assistant — User permissions
* Public API (1st version) — Undo function
* Improvements — Field labels

— Clipboard

— Filtering

— Aggregation

— Report generator and CSR

— Help

— Manual validation rules
[— Import (replace option) ]
— Chesar plug-in (compatible with next
Chesar version only)
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Future updates

Planned releases

More information on the
planned IUCLID 6 releases
can be found on the IUCLID 6
website

https://iuclid6.echa.europa.eu/
project-iuclid-
6#ServiceRelease

IUCLIDG6

Sign In

IUCLID 6 -

Advanced search »

Home IUCLID Product Download Software Support News

IUCLID » IUCLID Product Enuu 5

IUCLID Product

IUCLID 6 maintenance and service releases

After the release of IUCLID & to the public, service and maintenance releases are prepared in order to fix reported issues and fo provide improvements
and new features requested by the users.

Under this section the current planning and scope for the future releases are made available for information only and are subject to change (updated
on 5 September 2016).

m 21% June 2016 {maintenance release)
m Compatibility with Chesar 3
erformance issues d er creation

m October 201, | - 4), can include forie.
m Other user requirements currently not prioritised
m LDAP connectivity
m Spell checker
m Attachments versioning
= Announcements for IUCLID system admnistrators
m Link to email server (e.g. for resetting passwords)

€ECHA @)OECD iimmmumiss o

EURGREAN CHEMISALE ASENET

=

&
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JUCLID 6 Service Release 1

New features highlights

Replace during import
Inventory Management
Comparison tool




JUCLID 6 Service Release 1

New features highlights

[ Replace during import |

Inventory Management
Comparison tool




IUCLID 6 Service Release 1 @ ucLins
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Replace during import

A True Replace offering you a complete overwrite of a
dataset with the same UUID
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Replace during import

OdIUbLILJ6
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Purpose

* The feature allows you to replace an existing dataset
(Template/Substance/Mixture-Product) with an
archived version of that dataset (based on the same
UUID) using the Import functionality of IUCLID.
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Replace during import @ uowos

o

Overview — how It works:

* The replace feature is located inside the Import functionality of IUCLID.

 When you replace an existing dataset with an imported dataset
(identified by the same dataset UUID), the existing dataset will then
exactly reflect the newly imported dataset, including its links to other
documents and entities.

« When importing a replacement Template, all Substance and/or Mixture-
Product datasets using this Template (as an inherited Template) will
also be updated with the newly imported Template.
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Replace during import @ uowos

.

When you replace a dataset, ALL documents which are in
the existing dataset BUT NOT in the imported dataset, will
be deleted.

Note: As a consequence of this, any link in the remaining
dataset (after replace during import) which referenced a now
deleted document, will be removed. For example, If a
Composition record is referenced in section 2.1 (GHS), and
the imported dataset deletes this referenced Composition
record, the reference in 2.1 (GHS) will also be removed.
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Replace during import i@ ucLoe

How to use the
Replace feature

N

Import

Click on the
import icon

o

*" Irnport assistant @

Select the files/directories to be imported

Please select the i5z/i6z files to be imported. @

Import Pathname Filzname Size Modified

#) Add files...

Content | Remarks

The new replace feature is

/ located here

Default adiunwmcument& (overwrite mode)

(« Replace ( Always ( Mever  If newerthan existing

Content verification

[¥ Skip content verification (document selection screen)

~

o Select import filesidirectories
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Replace during import

dIUbLIU6

"li, Import assistant

Select the fies/irectories to be imported
Pleaze =zelect the i5z/i5z files to be imported.

)
=

)

Import Pathname Fiename Size
[ wechaldatalusersiw14025\Ho... [Substance name4.ifz

Modified
163153|02-5ep-2016

) Add files... Remowve

Content | Remarks

#Gener.alir_lfurmatiu Ensure you Select

Created: Fri Sep 02 . , .
uner veer s ‘Replace’ as the action on
# Commet existing documents

Default 'y fion for existing documents (overwrite mode)

{* Replace  Always  MNever ( If newer than existing

Content verification

| Skip content verification (document selection screen)

6 Select import filesidirectaries

Click ‘Finish’ to
import and replace
the dataset
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Replace during import
dataset 1 (archived lllustrative example

dataset)
dataset 2 (current

e e
| dataset)

Search| TOC | Annotations

REACH Complete table of contents

-l 0 Related information Search 70T Annotations

E* 1 General information REACH Complete table of contents Re p I aC e aft er I m p O rt
---E 2 Classification & Labeling and PBT assessment Y Tetfiter usin g dataset 1

E 0 Related information

IUCLIDG6

E 3 Manufacture, use and exposure

1 General information
EI 4 Physical and chemical properties . E* - /]
P G- [l 2 Classification & Labeling and PBT assessment I- Navigation panel

E} : ﬁ] 4.1 Appearance / physical state / colour

lA & G- gl 3 Manufacture, use and exposure Search| TOC | Annotations

. ppearance / physical state / colour.001

A o - 0 EI 4 Physical and chemical properties REACH Complete table of contents
. ppearance / physical state / colour. EI 4.1 Appearance / physical state / colour

: Text fitter
2B 47 Melins nnint ! freaving nnint T

.- lAppearance ! phy=ical state / colour.001

E 0 Related information
E’" 1 General information
E 2 Classification & Labeling and PBT assezsment

- . Appearance / physical state / colour.001-COPY
N . Appearance / physical state / colour.003

> E 4.2 Meting peint / freezing point

i E 3 Manufacture, use and exposure
ﬁ 4 Physical and chemical properties

E} 4.1 Appearance / physical state / colour

Added a
new record

----- . lAppearan ce [ physical state / colour.001

------ .- Appearance / physical state / colour. 003

i B 47 Meling nnint { freszing nnint
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JUCLID 6 Service Release 1

New features highlights

Replace during import
[Inventory Management]

Comparison tool




Inventory Management 'Q: .
IUCLID

Purpose

* To help users better manage their Inventory Entities:
— Test materials
— Legal entity
— Legal Entity site
— Reference Substance
— Contact
— Literature reference

Note: This does not include your ‘Chemical Inventories’
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Inventory Management ‘Q .
IUCLID

Overview — how it works:

A user can replace one or more existing entities with a single inventory
entity of the same type

 When a user replaces an entity, that entity will be replaced in every dataset
where it is used: Substance / Mixture-Product / Template / Category (the
entities in a dossier are not affected)

— Note that Contact, Reference Substance and Leqgal Entity are used in
other entities and will also be replaced.

* Any entity which is replaced is deleted from the IUCLID database

— Before using the feature, you can save the contents of your current
database using the Backup/Restore tool.
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Inventory Management

OQIUULIUG

Using the Inventory Management to replace Legal Entity 1
and Legal Entity 2 with Legal Entity 3

Legal Entity 1 Legal Entity 2 Legal Entity 3
Substance « Substance « Substance
= Section 1.5 = Section 1.7 = Section 1.5
Lead registrant in a = Section 1.8 = Section 1.7
joint submission Template = Section 1.8
: Eeaézgllcl)zrr?tity Site Mixture-Product - Template
= Section 1.3  Mixture-Product
= Section 1.3
« Category

 Legal Entity Site

 Legal Entity 1 and 2, are also removed from the list of Legal Entities
« When replacing an entity in an Inherited Template, that entity will be
replaced in All datasets where that template is used
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Inventory Management

"li, Replace inventory entries

Inventory entries =election

Define the documents/entities to be managed

Entity/Document

Select the entity (or
entities) you wish to
replace by clicking ‘Add’

E-j Add 0 documents are selected for [pflacel

entory entries selection
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Inventory Management

dlUbLIU6

o

-

"'liE Query for contacts

Result type | Contact

Contact

Legal entity

Legal entity site
Literature Reference
Heference substance
Test materials

Query type

Clear

T Fitter

‘6, Query for contacts @

-

Result type Contact

-

Query type Get all cont

== -

Y Fitter

Select the type of entity you
wish to replace

No results yet
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Inventory Management @
IUCLID6

Refine your search & Query for contact
us'“g the ‘Query Type, Result type  Reference substance -

Query type | Get all Reference substances -

Get all Reference substances
Find the reference substance
Find reference substances by creation/modification date

Get all

« Contacts, Legal Entities, = -
Test Materials .... Y Fie

Name: CAS number IUPALC name EC Inventory nu... Last Modification
Particle size -

(Granulometr Particle size di... 2014-08-27TT13..

Find an entity e

Particle size

° Search USIng the key @t(ggﬂ;mﬂ Particle size di.. 2014-08-27T13...

Particle size

|nformat|0n about the entlty [H] (Granulometr Particle size di.. 2014-08-27T13...

text TestMa

Short-term to

« Search through B o veami aoreoozrrie.

a W||dcal’d asterlsk * EEE_E}ETE%E Short-term toxi... 2014-08-27T14 ..
If not sure as to the Sucaton e

@ potential. 001 Cixidation redu... 2014-08-2TT13...
whole name fox_Tostlial
Oxidation req
@ potential. 001 Cxidation redu... 2014-08-27T13...
text_TestMat
Partition

Sear C h by C rea'“ on /m (0] d | f| cat | on [H] coefficient.0 Partition coeff... 2014-08-27T09...

text Testhlat

Short-term toxi... 2014-08-27T14..

d at e Partition
Irh coefficient.0l Partition coeffi... 2014-08-27T09...| ™

Close

Dizplaying 74 result(s).
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Inventory Management @
IUCLID®G6
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"*;, Query for contacts

J Query for contacts [
Resuttype Literature Reference v Result type  Contact
Querytype Find Literature Reference = Query type | Find contacts by creation/medification date
Tite Lt} Creation date from || | EI t|:r| | El
Refs v i -
e e Last modification date from | | =] tul | =
Reference type other value
Author .
Search via the
Bibliographic source Y Fitter . . .
Tesog bty creation/modification
= date of the entity
Y Fiter
|
Title Author Year Bibliographic source Report no F
% LITERATURE.Gen(LMERATURE Gener... |2014 LITERATURE.Gener... (LTERATURE.Gener... pe Reference substance
{8 LIERATURE Gen{LITERATURE Gener... 2014 LTERATURE Gener... LITERATURE Gener..
E LITERATURE. GenlLTERATURE Gener... |2014 LTERATURE Gener... |LTERATURE Gener... pe Find reference substances by creation/modification date

Creation date from |:| to
Prodification date from September 2016 E

Mon Twe Wed Thu Fri  Sat Sun
1 2 3 4
s[ 6] 7 8 3 w0 m
12 13 14 15 16 17 18
19 20 2 22 23 24 25
2% 27 28 28 30

Search via the relevant
search criteria for that
entity

e e

CAS number

Hokest=ivel Today is 05 September 2016
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Inventory Management

IUCLID 6

"'l{ Query for contacts

Result type | Legal entity
Query type | Get all legal entities

Search s

Clear
T Filter
Legal entity name Legal entity towwn Legal entity country Last modification date
Hm AS Company Warzzawa Poland 2016-09-02T09 434 .
"E Mark r 2016-08-30T08:58:4. ..
Hw Mew company Hel=zinki Finland 2016-02-03T16:35.5...
HE robi LE 2016-03-16T14:41:1..
Eﬂﬁ BP manufacturer {Helsinki ﬁ Finland 2013-06-14T10:15:2....

/
Bulk selection of
entities

Di=playing S result(s}.

<
V7

Assign Close
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Inventory Management

Faa

"l;, Replace inventory entries

Inwentory entries selection

Define the documents/entities to be managed

Entity/CDrocument
@ Vapour pressure.001_Multi-line text_TestMaterials ldentity.ld_2

@ Appearance ! physical state / colour.001_Multi-line text_TestMaterials. ldentity. 1d_2

@ Appearance ! physical state / colour.001_MultiHine text_TestMaterials. ldentity . Id

@ Oixidation reduction potential.001_Multi-line text_TestMaterials. ldentity . ld_3

@ Oxidation reduction potential Q===

The entity/entities selected now appear in
the list of entities to be replaced in the first
step of the wizard

O N N |

M. Remove &Y Show links > Open document 5 documents are selected for replacemgnt

Cancel

o Invertary entries selection
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Inventory Management @
IUCLIDG6

o

P

‘i Replace inventory entries

Inventory entries selection

Define the documents/entities to be managed

Entity/Document
@ “apour pressure.001_Multi-ine text_TestMaterialz.ldentity. \d_2

@ Appearance ! physical state / colour 001_Multi-line text_TestMaterials identity. ld

@ Appearance ! physical state / colour 001_Multi-line text_TestMaterials identity ld_2

@ Appearance / physical state / colour.001_Multi-line text_TestMaterials.ldentity.ld

@ Oxidation reduction potential.001_Multi-line text_TestMaterials.ldentity.ld_3

@ Add X Remove Qﬁ Show links 2> Open document 5d nts are selected for replacement

~

Cancel

0 Inventory entries selection
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Inventory Management @
IUCLID®G6

‘J‘, Query for reference substances IE'
Query type | Find the reference substance -
d, Replace inventory entri
» NEplace INventary entres @ et all Reference substances
Inventory entries selection Referencl Find the reference substance
Define the document/entity to replace the selected ones CAS I ;;;irr?:vr::ti?_:)u bstances by creation/modification date
Inwentory number
Select one document to replace the selected ones Inventory name
@ CAS number
CAS name
IUPAC name
-
~
Y Fitter
SeleCt the entlty WhICh Mame CAS number IUPAC name EC Inventory nu... Last Modification
: Short-tgrm 1 Short-term toxi... 2014-08-27T14...| >
will replace the i 1ol
o “”‘m”:ﬂ ;1 ‘Sh ort-term toxi... | |2EI14-DB—2?T14...

previously selected i
entity/entities | Use the Query Type to  [«ezm-
| help define a specific cosarris.

| entity s oa.27m00..

Partition

[H] coefficient 0 Partition coeffi.. 2014-08-27T09...

o Invertary ertries selection m text_Testhaf]
Partition
coefficient.0 Partition coeffi... 2014-08-27T08...
text_TestMaf]
n=+.. Flash ooint.0)
Displaying 68 result(s).

Close
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Inventory Management

"i Query for reference substances

Query type Get all Reference substances

Clear

Y Fitter

Search

Assign and move to
the Next step

IUCLID 6

o

Mame:
Cxidation req
potential 001
text_TestMat

CAS number

IUPAC name

Oxidation redu...

EC Inventory nu... Last Modification

2014-08-27T13...

Cxidation req

@ potential. 001

text_TestMat

Oxidation redu...

2014-08-27T13...

Short-term to
text_TestMat

Short-term toxi...

2014-08-27T14...

Shori-term to
text_TestMat

Short-term toxi...

2014-08-27T14...

Short-term to
text_TestMat

Short-term toxi...

2014-08-27T14...

Partition
coefficient.
text_TestMat

Partition coeffi..

2014-08-27T05...

Partition
coefficient.0
text_TestMat

Partition coeffi..

2014-08-27T0S...

Partition
coefficient.
text_TestMat

Partition coeffi..

2014-08-27T05...

Flash point.0
text_TestMat

Flash point.001...

2014-08-27T13...

Flash point.
text_TestMat

Flagh point.001...

2014-08-27T13...

r=t. Flash point.0

Dizplaying 74 result(s).

"i Replace inventory entries

Inventery entries selection

Define the document/entity to replace the selected ones

Select one document to replace the selected ones

@ Oxidation reduction potential. 001_Multi-ine text_TestMaterials identity.Id_2 / Oxidation reduction potential 001_MuttiFine text_TestMaterials Identity.ld 2| > @ X

e Inventary entries selection
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Inventory Management

dlUbLIU6

o

"“, Replace inventory entries

Confirmation of inventory entries replacement

Confirm the documents/entities to be replaced

Pleaze confirm that the 5 zelected entities
Entity/Crocument

@ Appearance ! physical state / colour.001_Multi-line text_TestMaterials. ldentity. Id
@ Oxidation reduction potential.001_Multi-line text_TestMaterials ldentity.ld_3

@ Appearance / physical state / colour.001_Multi-line text_TestMaterials. ldentity.ld_2 u Entltl eS Wh ICh WI ” be

@ “Vapour pressure. 001_Multi-line text_TestMaterials. ldentity Id_2

@ Appearance ! physical state / colour.001_Multi-line text_TestMaterials. ldentity. Id
will be replaced by the following entry
@ Cxidation reduction potential. 001_Multi-line text TestMaterials. ldentity ld_2 / Oxidation reduction potential. 001_Multi-line text TestMaterials. Identity. ld_2 >

Once proceeding with this replacement :

Entity which will be replacing
- the 5 selected entries will be deleted e .
- all the references (inside raw datasets) to these 5 entries will | a” entltles ||Sted above

™

'a' Confirmation of inventary entries replacement
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Inventory Management

"I{ Replace inventory entries

Confirmation of inventory entries replacement

Confirm the documents/entities to be replaced

Please confirm that the b selected entities
Entity/Document
@ Appearance / physical state / colour.001_Multi-line text_TestMaterialz. ldentity.ld

@ Oxidation reduction potential.001_Muki-line text_TestMaterials. ldentity.ld_3

@ Appearance / physical state / colour.001_Multi-line text_TestMaterialz. ldentity.ld_2

@ Vapour pressure.001_Multi-line text_TestMaterials. ldentity.ld_2

@ Appearance ! physical state / colour.001_Multi-line text_Teg!tiatasizlaldaniiald

Open the entity itself

. . ‘
o »— by clicking on ‘Open
™ show links > Open document D t’

will be replaced by the following entry

@ Oxidation reduction potential. 001_Multi-line text TestMaterials. ldentity ld_2 / Oxidation reduction potential. 001_Multi-line text_TestMaterials. ldentity Id_2 >

Once proceeding with this replacement :

- the 5 selected entries wil be deleted

v - all the references (inside raw datasets) to these 5 entries will be replaced by references to the chosen inventory entry

Review what the entities are
linked to by clicking on ‘Show

e
links
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Inventory Management

dlUbLIU6

o

-*{ Replace inventory entries

Replacement report

Report for the inventory entries replacements
Job IDv: §, execution date 02/0%/2018 15:07:56

Replaced documents
Entity/Document Document type Document UUID
Appearance / physical state / colour.001_Mult-line |Reference substance a85141be-499f-37f2-9ad5-c24c735b0e23
text TestMateriale.ldentity.ld_2
Appearance / physical state / colour 001_Multi-line |Reference substance fed45b9b-b858-3ddE-b330-a77b7edci10e
text TestMaterials.ldentity Id
Vapour pressure.001_Multi-line Reference substance Z6ac?edb-e69a-3802-bad3-d0bS40d5chbTY
text TestMateriale.ldentity.ld_2
Oxidation reduction potential 001_Multi-line Reference substance 1f304eb0118c
text_TestMaterials. identity.ld_3 R e p I aced
Appearance / physical state / colour.001_Multi-line |Reference substance . - 0901402b7bce
text_TestMaterials.Identity.Id e nt|ty/ entities
Document that replaced the above list
Entity/Document Document type Document UUID
COxidation reduction potential. 001_Multi-line | Reference substance | 1961dd75-0419-316c-9ce2-50a69717cfcf
text TestMaterials.ldentity ld_2

The entity which has ~
replaced the list above
P

e Replacement report
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Inventory Management

dlUbLIU6

9o

o

"‘, Replace inventory entries

Replacement report

Report for the inventory entries replacements
Jub ID EI E)CF..‘I:IJTIEII'I dota OCFNGHINAE AL-NF-CO

"'li Save

Replaced docu Save in:
Entity/Crocument
Appearance ! ph L =
text_TestMateria \;;:‘y
Appearance [ ph Recent tems
text TestMaterial
Vapour pressure.
text_TestMateria -
Oxidation reducti

Desktop

Appearance ! ph

tewt_TestMateria [ ]

Computer
Document that ri
Entity/Drocument @|
Oxidation reductio Net |

text_TestM ateriaj

Bl Desktop - ¥ = -

=l Libraries /15 b
A ROBERTS Mark , I5 Datasets

L Computer | ib Gdatasets dosziers edcTi0e

‘?ﬂ Metwork ) I Datasets

, Backup of database J mixtures replace all

) 23 , new replace import

, Chapterl , PRO

, Chapter 2 . References

| Chapter 3 J SPC

; Chapter 4 J Substance export check_no parent
) Chapter 5 J substances replace all

| Chapter & J template replace all

, Chapter 7 , Testfor9353

| Chapter & EL To do - cleaning.xlsx.csv

, C5R Helpdesk issues
, Docs for reading - PMS0

Save the
file locally

UADI'?

File name:

To do - cleaningEeg

Files oftype! | Comma separated values (.cev) -

717 cfcf

a Replacement report

]

Export the

report
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Comparison tool
‘dIUbLIUG

o

Purpose

The Comparison tool has been updated and improved in
IUCLID 6 to help you:

* To compare whether the same documents exist in two
different dossiers, and also

* To compare the content of those documents, thereby
allowing you to see in much greater detail the
similarities and differences between two dossiers
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Comparison tool 'q:ww%
Overview — how it works

« Two dossiers are compared and are considered
identical when ALL documents within them have
the same content of information.

* When the dossiers are found to have same UUIDs
but different content, the comparison tool clearly
highlights these for you so you can easily identify
where the similarities and differences are to be
found.
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Comparison tool

|
#
I E@ Export...
X Delete
Tpa 15
Compare...
I e

4 1UCLID &

File Edit User Admin Help

IUCLID 6

@ | |

Search

Result type Dossier

Query type  Get all dossiers

iz @

| o | | X

'T’ Fitter

Dossier Name
R_1-10_PC/
SUBSTAMCE :

= Substance X (for
comparison} /
2016-09-03 / Dozsier B

Subject Name

Substance X (for comparis...

i

R_1-10_PC/
SUBSTAMCE :

a Substance X (for
comparison} /

2016-09-03 / Dossier A

=y

X
Substance X (for compa

Compare...
|

Creation date

20116-09-03T20:16:39.010+. .

Export...

Delete

k1557 623+ .

Displaying 2 result{s).
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Comparison tool i
The first step of the Comparison wizard allows you to: °

1. Choose a new or different dossier to compare

2. Select which dossier is to be considered as the first/second dossier in
the comparison (see the Reference Key in the next wizard step)

3. Display a selected dossier in the data window of IUCLID
4. Remove the currently selected dossier

"'II: Comparison wizard @
Please select the two documents to be compared —1
3I
Select dossiers 1
ﬁ R_1-10_PC/SUBSTANCE : Substance X (for comparison) !/ 2016-08-03 / Dossier B > ® X
ﬁ R_1-10_PC/SUBSTAMNCE : Substance X (for comparison) !/ 2016-09-03 / Dossier A 3 > ® X
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Comparison tool @ oL

Final Comparison step 9
"'ﬂ: Comparison wizard @

Comparizon rezultz —.I
8-

Y Text fitter Y Text fitter

rﬁj R_1-10_PC / SUBSTANCE : Substance X (for comparison) Sun, 4 Sep 2&...& - |

é Substance X (for comparison) (Dossier subject) DOSSIer header
.-.Ii'i @] cat .

B rewa comparison

@ Multi-line text_TestMaterials. identity. ld_3 / Multi-ine text_TestMaterials.lde. ..

@ @ Particle size distribution (Granulomestry}.001_Muli-line text TestMaterials.|...

Particle =ize distribution (Granulometry}.001_Multi-ine text_TestMaterials. ...
Particle size distribution (Granulometry}).001_Multi-ine text_TestMaterials 1.
Stability in organic solvents and identity of relevant degradation products. ...
AS Company / Warszawa [/ Poland

1 & & elsls]
L) (L) () (=) i) 1)

SITE ONE
Kukka KMaria- Fartnre nf hincidal nendnets b
View differences
@] =ame UUID - identical content @] included only in first document
=ame UUID - different content @ included only in second document

*'_ﬁ different annotation

™

0 o
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Comparison tool @ oL
View Differences results table ?

¥ =
Detaied comparison differances
o)
Selected document > R_1-10_PC / SUBSTANCE : Substance X (for comparison) Sun, 4 Sep 2016 20:52:48 <0300 / Dossier J
Filter e
= show all  show only different  show only identical
Fieid  Fakua in 1AL Documant (* show all " show only different  show only identical
., DOSSER.R_1-10_PC Dossier J
#® DOSSERR_1-10_PC Dossier J Dossier R
= , SubmissionType @
® JointSubmission false =) false
5 . InformationProvidedByLead =
# ChemicalSafetyReport false @ false
# GuidanceOnSafetyReport false @ falze
® ReviewedByAssessor false @ false
=] , TennageBandsOfMegistrant @
. & TonnageBand @
® OnStelsolated
® Transportedisclated
| SpecibcSubmissions @
® SubmissionlsAnUpdate false = false
# LastSubmissionType @
= , ReasonForUpdating @
® RequestDecisionRegulatoryBody false =) false
® Spontansouslpdate false @ false
S ). DossierSpecificiformation =)
# Phasein phase-in @ phage-in =
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Comparison tool

IUCLIDG6
", Comparison wizard
Comparizon resufts
Y Text fitter | Y Text fiter
rﬁj R_1-10_PC / SUBSTAMNCE : Substance X (for comp... E REACH Registration 1 - 10 tonnes, physicochemical reguirements -
é *'_— ubstance X (for comparison) (Dossier subject) l_‘—JE 0 Related information
fﬁi @] cat E} E 0.1 Templates
M Temp A m Temp A
ﬂ @ Template R !k‘i Template R
@ @ Multi-line text_TestMaterials. identity. ld_3 / Multi-line ... =+ E 0.4 Azsessment entities
@ @] Particle zize distribution (Granulometry).001_Multi-lin... E @] Asszezsment entities
@ @] Particle size distribution (Granulometry). 001_Multi-in... E CORE / Registered substance as such / Registered substance as such.001 / Substance X (for comparison)
@ @] Particle size distribution (Granulometry).001_Multiin... - 1 General information
@ @ Stability in organic selvents and identity of relevant ... l_‘—J E 1.1 Kentification
ﬂ @] AS Company / Warszawa / Poland E]E Identification
ﬂ @ Mark r éj ;'g_—; Substance X (for comparison)
v =l SITE ONE =N - | 1.2 Composition
E_a| @ Erkens, Kyle; Organization a CORE / Composition / Composition.001 / Substance X (for comparison)
@ @] Kukka, Maria; Factory of biecidal products @] CORE / Composition / CM CMC CMC CM 1/ Temp A
HI @] Particle size distribution (Granulometry). 001_Multi-in... = E 1.5 Jeint submission
= = ANNO 1 ] CORE / Joint submissigg
|::i)i' @ ANNO 1 (FOR COMP [—]E 2 Classification & Labelling an
EZ &l Amnotatont =N = | 2.1GHS
@ CORE / GHS / GHS.00 E 21 GHS
@ [=]| cORE/GHS /GHS.00 ;
&-H [Z) 22p0-0r0 : . CORE / GHS / GHS.001 { Substance X (for comparison)
@ CORE / DSD - DPD / D S —— T
_Elj_@ 3 Manufacture. use and exposure b
@ =ame UUID - identical content @ included only in first document
=ame UUID - different content @ included only in second document
;-ﬁ different annotation
~
o Resultts
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o

d,

Detailed comparizon differences

Selected document = CORE / GHS / GHS.001 / Substance B
Filter

(* show all " show only different  show only identical

[l

B}

Field

# Classes
| # Statements
= |, Labelling
> # SignalWord
E} . HazardPictogramBlock
EI . HazardPictogram
EI . HazardPictogram[1]
# Code
=+ | . HazardStatementsBlock
EI . HazardStatements
EI . HazardStatements[1]
# HazardStatement
# AdditionaText
=+ | . PrecautionaryStatementsBlock
EI , PrecautionaryStatements
EI . PrecautionaryStatements[1]
' 4 PrecautionaryStatement

! # AdditionaText

= . LabelingRequirementsBlock

: , LabelingRequirements

EI . LabelingRequirements[1]
# SupplHazardStatement
# AdditionaText

= | AdditionalLabeling

“alue in 18t Document

GHS02: flame

HZ00: Unstable explosives.

additional text field

P210: Keep away from heat, hot ...

EUHOO0S: Explosive with or withou...

Compare state MalwadedadRasuman

. ]

Hazard pictogram
code is only in
dossier 1
Precautionary
statement is in
both dossiers but

has different
content

JEsisissElmNNNSSESISIS|SS S mmim)

IUCLID 6 webinar for advanced users — Part 2




Changes in data reporting in IUCLID 6




Data reporting in [IUCLID 6 @ucLe

o

Content

« Dynamic content validation
— Section 2.1 - GHS
— Administrative data in endpoint study records
— Section 3.5.X — Use and exposure information

* Reporting of read-across information in IUCLID 6

« Amendment of REACH Annexes regarding skin and eye irritation, skin sensitisation
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Data reporting in IUCLID 6 ,q:ww%

Dynamic content validation (1)

e What?

— When the user makes selections in a field that is subject to dynamic content validation,
this causes the incompatible fields to become inactive

« Why?
— To support the user in not entering conflicting information in the application.
e How?

— When the user makes selections in a field that is subject to dynamic content validation,
the incompatible fields become inactive

— If the document was migrated from IUCLID 5 and already contains incompatible
information, the conflicting content is shown highlighted in orange. If the user tries to
save the document, an information message is displayed. The conflicting information
must be corrected before saving is allowed.

i lé The document containg invalid data based on its dynamic content conditions. If vou choose to proceed, the invalid data will be automaticalty removed.

Sawve and clear the invalid data Cancel the zave action
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Data reporting in IUCLID 6 @ ucuns

Dynamic content validation (2)

« Where?
e« Section 2.1 — GHS:

— The field ‘Reason for no classification’ is inactive if any of the fields ‘Hazard category’ and
‘Hazard statement’ are filled in, and vice versa.

— Already in IUCLID 5

Health hazards
Hazard category Hazard statement Reasaon for no classification
Acute toxicity - oral I 4, ||V| | ' | = |dElTEl lacking 4, ||"||
Acute toxicity - dermal | -, |E] | o | - |data lacking @, |E]
Acute toxicity - inhalation | - |B | = | A |data lacking Q, |B
Skin corrosion/irritation | -, |E] | o | - |data lacking @, |E]
Serious ::T’:’z‘;?;r.:lae Irrit. 2 | [H320: Causes eye i [+ | 1+ IUCLID 5

Health hazards ~
Hazard category Hazard statement Reaszon for no classification
Acute toxicity - oral data lacking -
Acute toxicity - dermal data lacking -
Acute toxicity - inhalation data lacking -
Skin corrosion / irritation data lacking -
IUCLID 6 Serious eye damage / eye irrit... | Eye Irrit. 2 ... ™ | H320: Causes eye irita’ ... ¥
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Data reporting in IUCLID 6 @ ucuns

o
Dynamic content validation (3) Endpoint
partition coefficient .| ™ | Remarks
o Wh ere? Type of information
« Endpoint study record — Administrative data: experimental study -l o
i i Adeguacy of study
— When a new endpoint study record is ey study -
created, and is indicated as a study, the
. . [T Robust study summary
fields that are relevant for reporting a
.. . . [~ Used for classification
data waiving are not available, and vice
versa [T Used for 505
Study period
Reliability
1 (reliable without restriction) o | ™| Other
Rationale for reliability incl. deficiencies
.| ™| Other
Data waiving
Justification for data waiving

IUCLID 6: Section 4.7, new endpoint study record
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Data reporting in IUCLID 6 @ ucuns

o
Dynamic content validation (4) Endpoint
partition coefficient v.. | ™ | Remarks
« Where? Type of information
« Endpoint study record — Administrative data: experimental study - [ | Other

Adeguacy of study
key study . v
[~ Robust study summary

— When an endpoint study record has
been migrated from I[UCLID 5 and
contains conflicting information in fields
with dynamic content validation, the
fields that contain inconsistent
information are highlighted in orange.

— The conflicting information needs to be Reliabilty
amended before saving of new 1 (refable without restriction) .| x| other
|nf0rmat|0n IS pOSSIble In th|S document' Rationale for reliability incl. deficiencies

[~ Used for clazsification

[~ Used for S0
Study period

.| | Cther
Data waiving

study technically not feasible o |

Justification for data waiving

w pgther: Inorganic substance.

IUCLID 6: Section 4.7, migrated endpoint study record
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Data reporting in [IUCLID 6 @ucLe

o

Dynamic content validation (5)

 Where?
« Section 3.5.X — Use and exposure information:

— The field ‘Registration/notification status for the use’ conditions the availability of the
fields in each use record.

Uses at industrial site= | Contributing scenario for the environment (related to workers activities)

®

Registration/ Motification status for the use

w

IUCLID 6: Section 3.5.3 —
Uses at industrial sites
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Data reporting in [IUCLID 6

IUCLIDG6

Dynamic content validation (6)

 Where?
« Section 3.5.X — Use and exposure information:

— The field ‘Registration/notification status for the use’ conditions the availability of the
fields in each use record.

Uses at industrial site= | Contributing scenario for the environment (related to workers activities)

®

Registration/ Motification status for the use

N e R )

Select a value

IUCLID 6: Section 3.5.3 —
Uses at industrial sites

Y

use registered according to REACH Article 10, total tonnage manufacturediimported ==10tonnes/year per registrant
use as intermediate registered according to REACH Article 10; total tonnage manufacturediimported ==10tonnes/year per registrant
use registered according to REACH Article 10, total tonnage manufactured/imperted <10Monnesiyear per registrant

use as intermediate registered according te REACH Article 10; total tonnage manufacturediimported <10tennesd/year per registrant
use registered according to REACH Article 17/18

use reported by Downstream user according to REACH Article 38
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Data reporting in IUCLID 6 @ ucuns

Dynamic content validation (7)

« Where?
 Section 3.5.3 — Uses at industrial sites:

— use registered according to REACH Article 10; total tonnage
manufactured/imported >=10tonnes/year per registrant.

— Fields for reporting information on intermediates are inactive

[T Use as on-site isolated intermediate registered according to REACH Article 17(3)

Explan the regulatory status

[T Any precursor use(s)

Link to the precurzor uze(s)

Rel emical reactions and reaction products \

IUCLID 6: Section 3.5.3 — Uses at industrial sites
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Data reporting in [IUCLID 6 @ucLe

o

Dynamic content validation (8)

« Where?
 Section 3.5.3 — Uses at industrial sites:
— use registered according to REACH Article 17/18.

— Tabs for reporting contributing scenarios for workers and the environment are
inactive

— Fields for reporting information on intermediates are active

Uses at industrial sites

®

Registration/ Notification status for the use

| according to REACH Article 1718 ... "l

IUCLID 6: Section 3.5.3 — Uses at industrial sites
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Data reporting in [IUCLID 6 @ucLe

o

Reporting of read-across information (1)

« Background:

— In IUCLID 5, read-across information was reported differently, depending on whether
a grouping/category approach, or analogue approach was used.

— Read-across is one of the main areas where the quality of the provided information
has been a concern.

— Decision to streamline the reporting approach to support clarity of information.

« |UCLID 6:
— Read-across is always reported as a source-target structure.

— Important change: endpoint-specific read-across justification must be provided in the
target record.
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Data reporting in [IUCLID 6 @ucLe

Reporting of read-across information (2)

1. Category approach:

— Source information, i.e. the experimental data from the group of substances, is
provided in the category member substance datasets.

— Target information, i.e. the outcome of the read-across, is provided as an endpoint
study record in the substance dataset of the registered substance, with the “Type
of information’ set to “read-across based on grouping of substances (category
approach)”.

— Similar to IUCLID 5 approach, but limited target record information to be provided
compared to a normal endpoint study record; only fields that reflect the read-
across exercise are to be filled in; not fields related to experimental setup
(available in source data).
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Data reporting in [IUCLID 6 @ucLe

Reporting of read-across information (3)

2. Analogue / supporting substance approach:

— Source and target information to be provided in the substance dataset of the
registered substance in separate records.

— Source data are reported as a normal experimental study record, filled in according
to the instructions for a robust study summary. The test material information identifies
the substance on which the test was done.

— Target data are reported as a separate endpoint study record with “Type of
information’ field set to “read-across from supporting substance (structural analogue
or surrogate)”.

— The information to be provided is limited in comparison to a normal endpoint study
record; only fields that reflect the read-across exercise are to be filled in; not fields
related to experimental setup (available in source record).
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Data reporting in IUCLID 6 @ ucuns

Reporting of read-across information (4)

2. Analogue / supporting substance approach:

B L .= o el
FI Administrative data
Endpoint

Type of information
Adequacy of study
Robust study summary

Used for classification

Used for SDS

Study period

Reliability

Rationale for reliability incl. deficiencies
Data waiving

Justification for data waiving
Justification for type of information
Attached justification
Cross-reference

Data source

Materials and methods

Test materials

Result and discussion

Overall remarks, attachments

Vii Applicant’s summary and conclusion

> X X X X
> X X X X

X X X
X X X

<

X X X X X X
X X X X

X = relevant chapters/fields; X = subject to completeness check
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Data reporting in [IUCLID 6 @ucLe

o

Reporting of read-across information (5)

Migration from IUCLID 5 to IUCLID 6:

— Migration from I[UCLID 5 was done adding the tag “migrated information” to the ‘“Type
of information’ field, and such records are checked at completeness check as normal
experimental study records (one complete record required).

— Strongly recommended, for the benefit of clarify and data quality, to move to the new
approach whenever possible.

Administrative Data Administrative data ~
Purpose flag |kE\,r study =N B Endpoint
Datawaiving| a B boiling point ...|™ | Remarks

Type of information

Justification for
data waiving migrated information: read-across based o ... ¥ | Cther

d o

_— key study | T

- - Adeguacy of study
Study result type |read—acr055 based on grouping of su™

IUCLID 5: read-across record _
IUCLID 6: migrated read-across record
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Data reporting in IUCLID 6 @ ucuns

Reporting of read-across information (6)
Source data: category and its members
Category members ﬁ‘

Migrated data — checklist for category approach: & Tostsubstance |

— Category object exists, and contains the full @ Testsubstance 2
documentation of the category definition and @ Test substance 3
rationale behind the grouping.

— Category member datasets contain the source
data used in the read-across.
Category documents
— AsinIUCLID 5. ¥ @ 2 Melting point / freezing point
@ 2 Boiling point
@ 4 Density
Justifications and discussions

) Add...

Category documents

Category definition

Category order description

Category raticnale
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Data reporting in [IUCLID 6

Reporting of read-across information (7)

Migrated data — checklist for category approach:

— In the target endpoint study record of the
registered substance dataset:

Set the ‘Type of information’ to “read-across
based on grouping of substances (category
approach)”

Set the ‘Adequacy of study’ to the appropriate
value depending on how you use the read-
across to fulfil the information requirement
(typically “key study” or “weight-of-evidence”)
Leave empty the fields that relate to the
experimental setup and the validity of the
source information (provided in source data)

Add the endpoint-specific justification in the
field ‘Justification for type of information’.

dlUbLIU6

o

Target data: read-across record in substance dataset
of registered substance

Administrative data » ! —

Endpoint

boiling point . | ™| Remarks

Type of information

read-across bazed on grouping of substar ... ™| Other

Adequacy of study

weight of evidence

[~ Robust study summary
[~ Used for classification

[T Used for SD5

Study period
Reliability

.| ™| Other
Rationale for reliability incl. deficiencies

™| Other

> = < >

Justification for type of information
A X

<endpoint-specific justification=
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Data reporting in [IUCLID 6

Reporting of read-across information (8)

Migrated data — checklist for analogue approach:

— Split the read-across information into source and
target data.

— The source record

» Set the “Type of information’ to “experimental
study”

» Set the ‘Adequacy of study’ to “key study”

» Fill in the source record as a normal
experimental study record; should reflect a
standalone study summary on the source
material.

» Ensure that all the information provided
reflects the source data.

dlUbLIU6

o

Source data: experimental study

Administrative data &

®

Endpoint

boiling point . | ™| Remarks

Type of information

experimental study ... ™| Cther

Adequacy of study

key study e | T

[T Robust study summary
[~ Used for classification

[T Used for SDS
Study period

Reliability

1 (reliable without restriction) v | ™| Cther

Rationale for reliability incl. deficiencies

guideline study . T
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Target data: read-across record 9

_ _ _ Administrative data ~
Reporting of read-across information (9a) ®
) ) Endpoint
Migrated data — checklist for analogue approach: boling point =] Remarks
— The tarqet record Type of information
« Set the ‘Type of information’ to “read-across read across from supportig substance (s ... | 7 | “¥!
from supporting substance (structural el b -
analogue or surrogate)” Ife'g“t”f“m"“
. Robust study summa
« Set the ‘Adequacy of study’ to the appropriate - sed for cassi t_w
value depending on how you use the read-
. . . . [T Used for SDS
across to fulfil the information requirement ctuty peroc
(typically “key study” or “weight-of-evidence”) g
« Leave empty the fields that relate to the Reliabilty
reliability of the source information (provided [+ other
in source data) Rationale for reliability incl. deficiencies
« Add the endpoint-specific justification in the .| ™| Other
field ‘Justification for type of information’. KX
. . Justification for type of information
 Under ‘Cross-reference’, link to the endpoint  ax '

study record which contains the source data.  |<endpoint-specific justification>

= > e >

Cross-reference

Reason / purpose Related information

l’ead-acrns& source |DEEDI Boiling point / Boiling point.002 / Test s
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Target data: read-across record 9

Data source v

Reporting of read-across information (9b) Materials and methods A
Test guideline
Checklist for analogue approach: huabter Cuideline
— The target record @ Add..
« Leave empty the fields that relate to the Principles of method if ather than guideline
experimental setup of the source study AlIX
(provided in source data) p o
; . ) complance
+ Identify the read-across target material in the Tw] Remarks
field “Test material information’ Other qualty assurance
 Fill in the result for the read-across target . || Other
material Type of method
« Under ‘Applicant’s summary and conclusion’, _ - Lo
indicate (if applicable) how estimated effects festmatenial A
relate to C&L criteria for target substance, and = e momen |
how results impact distribution of target [ estene |
material. Results and discussion A
 Briefly summarise read-across approach and Boiing point
applicability of results in the Executive Key resut Eoiing pt Atm. press.
summary (optional). M L 1.0 atm |

¥ Add...

Overall remarks, attachments v
Applicant's summary and conclusion v
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Reporting of read-across information (10)

OdIUbLILJ6

o

Analogue approach, source and target records are not identical:

[Chapten/fei:

F  Administrative data
Endpoint
Type of information

Adequacy of study

Reliability
Rationale for reliability incl.
deficiencies

Justification for type of information

Attached justification
Cross-reference

Data source

Materials and methods

Test materials

Result and discussion

<

Applicant’'s summary and
conclusion

same
experimental study

key study
X
X

tested material

experimental result

GHS criteria and implications
for distribution of substance
for source material.
Executive summary of
experimental study.

same

read-across...

key study or weight of evidence (if used
to fulfil information requirement)

endpoint-specific justification for read-
across

X

link to source record

read-across target material (main
constituent of registered substance,
component of more complex substance,
etc.)

Result for target material, including any
corrections for MW etc.

GHS criteria and implications for
distribution of substance for target
material. Executive summary of read-
across approach.
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Amendment to REACH Annexes VIl and VIII (1)

What?

Information requirements on skin corrosion/irritation and serious eye damage/eye
irritation amended; entered into effect on June 21, 2016.

Amendment makes the in vitro studies the standard information requirement at Annexes
VIl and VIII; in vivo studies to be considered only if in vitro studies are not applicable, or
results are not adequate for classification and risk assessment.

Amendment to the skin sensitisation requirement has been approved; prepared for
publication in the Official Journal of the EU in the coming month.

Amendment makes in vitro or in chemico studies the standard information requirement
at Annex VII; in vivo studies to be considered only if in vitro/in chemico test methods are
not applicable, or results are not adequate for classification and risk assessment. In such
cases, the murine local lymph node assay (LLNA) to be used.

https://echa.europa.eu/view-article/-/journal content/title/reach-annexes-amended-reqgistrants-to-use-alternative-test-methods

http://eur-lex.europa.eu/eli/req/2016/863/0j

http://ec.europa.eu/transparency/regcomitology/index.cfm?do=search.documentdetail&XMmA1sY1+dPFA15wY230QiBDn70Qd

++m50h9aiDXgCyio=
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Amendment to REACH Annexes VIl and VIl (2)

« Consequence for reporting in IUCLID?

— To be complete, registration dossiers with Annex VII requirements and above, must
contain at least one endpoint study record addressing the in vitro (in chemico)
requirement;

— Endpoint study record must be key study, weight of evidence, or data waiving.

Administrative data »

®

Endpoint

Administrative data &

skin irritation: in vitro / ex vivo @

. . _ Administrative data
Type of information Endpoint
experimental study eye irritation: in vitro / ex vivo @
Adeguacy of study Type of information Endpoint
key study experimental study skin sensitization: in vitro e | T| Remarks
Adequacy of study Data waiving e 3 o b
Section 7.3.1 _ . - .
weight of evidence study scientificalty not necessary / otherir ... | ™
Justification for data waiving
Section 7.3.2 w the study does not need to be conducted because the substan

Section 7.4.1
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Amendment to REACH Annexes VIl and VIII (3)

« Consequence for reporting in IUCLID?

— If an in vivo study exists that was carried out or initiated before the Annex amendment
took effect, this should be reported as an endpoint study record with the appropriate
‘Adequacy of study’, and the ‘Endpoint’ selection “... in vivo”.

— In addition, you must include another endpoint study record in the same section, with
the ‘Endpoint’ selection “... in vitro”, indicate it as a Data waiving with rationale “study
scientifically not necessary / other information available”, and the following ‘Justification
for data waiving’ picklist selection:

« an in vitro skin irritation study does not need to be conducted because adequate
data from an in vivo skin irritation study are available (section 7.3.1)

* an in vitro eye irritation study does not need to be conducted because adequate
data from an in vivo eye irritation study are available (section 7.3.2)

» other: + free text: “an in vitro or in chemico skin sensitisation study does not need to
be conducted because adequate data from an in vivo skin sensitisation study are
available” (section 7.4.1)
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Amendment to REACH Annexes VIl and VIl (4)

« Consequence for reporting in IUCLID? Administrative data A
— Example: section 7.3.1, information from ®
existing in vivo study available Endpoint
=kin irritation; in vivo e | ¥ | Remarks

Type of information

experimental study we | ™| Cther
['} ﬁ 7.3 Irritation / corrogion Adequacy of study
EI ﬁ 7.3.1 Skin irritation / corrosion key study T
: . Skin irritation / corrosion - KS.001 7
‘ .- Skin irritation / corrosion - DW.002 . .
Elﬁ] 7.32 Eye irtation N Administrative data A
- @ Eye irritation - KS.001 @
. Eve irritation - DWW.002 Endpoint
skin irritation: in vitro / &x vivo . | ™| REmarks
Data waiving o 3 b -
study scignfifically not necessary / other infon ... ¥
Justification for data waiving
¥ Add a link in the ‘Cross reference’ table of DW record to the YO LS e e A [ E Ll PR e TR SR 2
" KS record, to show where the in vivo information is provided. :*:E':;tg;;tsnﬁ:;l;l;"’}nnf:; 'i::;rmt;t; g;{:h:;ﬂ"ﬂme -[stu
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Questions and answers

Please send your questions for the next 5 minutes, using
the Q&A panel




Questions and answers
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More information o
echa.eu
luclid.eu
luclid6.echa.europa.eu

oecd.org/ehs/templates
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Thank you for your participation

C E c H A @,, OECD IUCLID 6 is developed by the European
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Chemicals Agency in association with the OECD




