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EUROPEAN COMMISSION

B v conve REACH & IUCLID: which link? ()

 Art. 110 of the REACH proposal specifies:

— “The Agency shall specify formats and make them free of
charge, and software packages and make them available on its
website for any submissions to the Agency”

— “For the purposes of registration, the format of the technical
dossier referred to in Article 10(a) shall be IUCLID”




EUROPEAN COMMISSION

Joint Ressarch Centre REACH & IUCLID: which link? (2

o |UCLID iIs the IT system (software & database)

IUCLID S

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA

— designed to prepare REACH-compliant registration dossiers
to be submitted to the European Chemicals Agency

Joint Research Centre

— it will be made available to Industry free of charge

5P
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EUROPEAN COMMISSION

B 7 ot What is IUCLID?

« |UCLID Is a database system for managing hazard data on
chemical substances and reporting to the Authorities

o |t was Initially developed in 1993 to meet the EU requirements of
the EXisting Substances Regulation (793/93/EEC)

« New version [UCLID 5 in development: major upgrade of
IJUCLID 4, both in technology and functionality

« Data format agreed at international level (OECD format) — The same
pool of data stored in IUCLID can be re-used for other legislations

 Will come with a migration tool to transfer existing data to the new

format
2174
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DIRECTORATE-GEMER.

wthesncere —— \N\PAL IS Meant by registration dossier?

« Requirements are defined in Art. (10) of the REACH proposal

— Technical dossier
« company identity & substance identity
« manufacture & uses — guidance on safe use - C&L - exposure information if applicable
e study summaries - robust study summaries - proposals for testing
e various statements

— Chemical safety report (>10 tonnes)




EUROPEAN COMMISSION

DIRECTORATE-GEMNERAL

Jin Resarch Cntr Preparing the registration dossier

 Step wise approach:

— from data collection via manual data entry or electronic exchange with other
applications e.g. MSDS, EH&S systems, ...data review and commenting,

— to selection of relevant data to be submitted in the registration dossier

« |UCLID 5 is structured to cover all these steps

T ————

Joint Research Centre

COMMENTING annotation Iayer
.
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EUROPEAN COMMISSION

T R ok Satrs IJUCLID 5 structure

i' EC Inventory
— (read only)
w Reference
Substance <—|
P Substance
!) (data set)
Legal entity
! (owner)
>é Site
> O Endpoint
study record

10
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e . IUCLID 5 main menu Sites of

company production

information oruse

File\ Edit GCo Window Help
f EE BER | & 00 Rg

/

>

Legal entity Legal entity sites
Create and update company-forganization-related information. Create and update legal entity sites.

MNewy, Update

Mew, Lpdate

Template
Create and update template related information.

Substance
Create and update substance related information.

Mew, Lpdate Blewy, Update

substance

substance

prOpertleS ' .?r‘:un':ﬂii:_gus'sierdata. ) = k
R ([ identification

[ Reference substance
ta‘i‘:\z'r-',elatég'infnrm ation. Create and update reference substance related information.

Mewy, Update

data
exchange

list of
st bstances

Migration
of existing
data

" Joint Researeh.Centre
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Company information
« “Legal entity” = information on manufacturer / importer [ar 10 (a) (i
- Tl Legal entity: TestCompary : '=' Ifl_
= | General information || Identifiers | Contact information | Sites |
e | help text =
<ﬁ— Legal entity nhame |1 M A |i
f Legal entity type [company s . r_||§|ﬁ_ : e — — —
|« Company information is stored in a “directory” — interest;
; — Re-usability: the same information can be re-used in all registration
= dossiers submitted by the company without typing again the information
— Central management of the information: no inconsistency!
« updated once for all substances
« exchanged with partners within a joint submission

o th
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Substance identity (1)

« Names, EINECS, ELINCS, or CAS nb, Composition...[Ar 10 () (i)

RE Direct link to the EC inventory If the substance is listed

CCCCCCCCCCCCCCCCC

llllllllllllllll

- " e e e
o[ ¢ Structural informaton _
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A
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TN /
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« Composition

confidentiality
setting

description of
constituents,
and %

(main) impurities,
and %

additives, nature
and %

Substance identity (2)

Degree of purity

ERET

= 7 [z o] [o2 | [soww =

Constituents

¥ & o

106-42-3 [ p-xylens ¥+ 3 M

7732-18-5 J Water ¥ a4 o | M
Impurities

¥ & o

108-88-3 / Toluene ¥ & 3| M
Additives

| ¥ A b
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Jin Resarch Cntr (Robust) study summaries ()

« Annexes VIl to X: from chapter 3 to chapter 7

!" 1 General Substance Infarmation
!" Z Manufacture, use and exposure

!" g Preliminary: Effectiveness against target organizms
> ------ v 9 Cuidance on safe uze
------ w10 Literature zearch

> ------ v 11 Azzessment Reports

E}----:,,;* S Ecotoxicological Infarmation
: E}:,,.; 5.1 Aquatic toxicity
L% 5.1.1 Short-term toxicity to fish
------ e 012 Long-term toxicity to fizh
o Sub_ChapterS > ------ v 5.1.3 5hort-term toxicity to aquatic invertebrates
© 0 efg D14 Long-term toxicity to aquatic invertebrates
- ------ e 5.1.5 Toxicity to aguatic algae and cyanobacteria
------ e 5. 1.6 Toxicity to aquatic plants other than algae

)P

> ------ e 5.1.7 Toxicity to microorganisms

L —_—— -
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Jin Resarch Cntr (Robust) study summaries (2)

o Long-term toxicity to aquatic invertebrates (extract)

l to aguatic invertebrates 001

waiving (annex XI)

\ Purpoze flag |ke-:.f study
.

Data waiving |

Justification for
data waiving

experimental result

. ) 2 Study result type |Exper’im ental result <, |B| U Study per
estimated __— e -
Reliablility |1 {reliahle without restriction) a, |E']|
read-across Ratiohale for

QSAR reliahility

[ata source

Reference
(anneX Xl) Reference type | Authar | Tear | Title |Bib|ingraphic 5
grey literature Author name 1978

e [The Lancet

publication Smith ]

| Add.. ] | - [ Edit.. J | &l Delete J I u:nre Lp J | s
Data access

|data publizhed b |B|

Joint Research Centre

© Workshop on REACH Iplementaon Project 3 1UCLIDS - 25 September 2006 16



EUROPEAN COMMISSION

DIRECTORATE-GEMERAL

Jin Rsearch Cente (Robust) study summaries (3)

« Conclusions and summaries can be inserted and
formatted with a text editor — ready to be exported to the
= Chemical safety report

Long-term expozure

Cermal DMMIEL in mgfkg b day | CMEL 'r| Azzesment Factor
Inhalation DN{MEL in mg/m# | DMEL vl |20 Azsesment Factar |10
Oral DREMWIEL in mg/fkg b day | not quantifiable 'r| Azzesment Factor
Dizcussion
IS UaA- 550 REE B8 X
¢ Exposure data ave available for scenarios 1, 2 and 3. For Scenario 4, due to the sery laree panel of use, the EASE mode] 15 prefen
c—— model 15 congidered to be the worst case). Oecupational exposure data are surnmarized in the next table.
{: Scenario Estimated inhalation exposure ppm {mgfm?:l Estimated SII.I:?I'I eXposure
g _f Long term (&hour TWA) Short term irgton: fayy
1-Praduction 20 B4) Al (03 (4.1
2-Irtermediste 20 B4) 30 (103 0.1

3-Forrmulation and industial uze of 300 11,032 00303 ::
.h
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mniesearencere ——— Cre@tion of the registration dossier (1)

« The user selects the type of dossier, depending on the tonnage
range, in a pre-defined list (picklist)

_ Dosziertemplate:

_omplete
DECD
REACH Annex 14 type of dossier
REACH Applic. Autho, (4t 59
REACH CE&L notification fart. 1100 Art. 35 for DU
FREACH DU Report (At 353
REACH Intermediate: transported izolated 1-1000t {Art. 163
_ REACH Intermediates: on zite izolated above 11 (A11.15)
(- - RELCH Intermediates: transported isolated above 1000t (4t 16)
S REACH Motification of subztance in article (&, 6{3M
REACH PPORD (A, 7
K _ REACH Registration Annex VW - complete (tonl+)
G REACH Regiztration Annex W - min. requirement donl+)
PEA L LBttt Arr e et rdeele
<RE&CH Fegiztration Annex YWl ton 1004
) : .

5P
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Creation of the registration dossier (2

L
¥
:}f

=t

[+

-k 312 Autao flamm ability

~- % 315 Oxidising properties

- 317 Stability in organic solvents and identivy of ré

S 3,20 Mon-saturated pH

-k 322 Viscosity

1 Ceneral Substance Inform ation

2 Manufacture, use and exposure

3 Physical and chemical properties

¥ 3.1 Appearance/physical state fcolour

" 3.2 Mehing point fireezing point

™ 3.3 Boiling point

® 3.4 Density (Bulk density, density or relative densi
¥ 3.5 Particle size distribution {(Cranulometry}

™ 3.5 Vapour pressure

¥ 3.7 Partition coefficient

B 3.8 Water solubility

¥ 3.9 Solubility in organic solvents / fat solubility
¥ .10 Surface tension

¥ 3.11 Flash point

B 3.13 Flammability
™ 314 Explosiveness

P 316 Oxidation reduction potential

T 318 Reactivity towards container material
¥ 3.19 Thermal stability

¥ .21 Dizsociation constant

T 3.23 Additional phy sico=-chemical information

19
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Creation of the registration dossier (3)

 Alist gives an overview of the elements that will figure in the dossier

Documents selected for dossier creation:

Document v |
& Subsiance S-nitrotaiuene [ Soniirotoluene,.. ——-
1 Reference substance 3-nitrotoluene - [
8 Legal eptity Eurapean Chemicals Bureau /1, --—
8 Legal entity EUROPEAN COMMIZSION - Bur... -—— |
o) Study Appearance/phy sical statefcolour.0.. 3.1 Appearance/physical statefcolowr 2008-07=17 14:02:45 ..., Substance 3=nitrotolaen...
od Study Repeated dose foxicity: inhalation. D01 6.5.3 Repeated dose toxicity: inhalation 1994-05-30 00:00:00 .. ., Substance 3-nitrotoleene |
i) Srudy Toxicity 10 reproduction 001 .81 Taxicity to reproduction 1354-05-30 00;00:00 .., Substance 3-mitrotoluens ‘
I

Last modification Drlgin
SO08-07-17 140248 -
Z000=-02-11 00:00:00 ..
Z008-05-27 10:08:59
2000-02-11 00:00:00 ...

Export| Filter] Endpaint

i) Study Pepeated dose foxicity: dermal 001 &.5.2 Repeated doze toxicity: dermal 1984-05-30 00:00:00 ..., Subsiance 3-niirotoluens
i) Study Acute toxicity: oral 001 6.2.1 Acute foxicity: oral 1994-05=-20 00:00:00 ... ., Substance 3-nitrotoleens
) Study Toxicity 1o microorganizms.001 517 Taxicity to microorganisms 1994-05-28 00:00:00 .., Substance 3-nitrotoluens
\,J Srudy Water solubility, 00L 3.8 Waner solubility 1994-03-07 00:00:00 ... o Subztiance 3-nivrotoluens
b Study Bioaccumulation: aquatic. 30l 4.5.1 Bioaccumulation: aquatic 1994-05-28 00:00:00 ..., Substance J-nitrotoluens
o Study Solubility in organic solvents f fat o, 3.9 Solubility in organic solrents f fat . 1994-03-07 00:00:00 ... ., Substance 3-mitrotoleens
..J sudy Acute taxicity: other routes 001 6,24 doute noxicity: other routes 1984-05-30 000000  Subztance J-nitrotoluens

Joint Research Centre

) Study Acute toxiciy: dermal 001

I Study Eye irritation.001
I Study Flagh paim, 001

I Study Partition coefficient.001

o Study Bollimg point. 001

o/ble/e-b/b/elo b/l b/ele s/ bl b/ blele/ele

| K] R [R] R R R R A R R A s R R ] E]

S N T

| notineluded (Because of TiNEr Zenings)
[ partialy ncluded (reduced inform ation)
[ completely included

E£] cannot be included (grror)

i) Study Biodegradation inwater and sedime. .

I Study Short-teris toxicity to aguatic nver...

o Study Long-term toxicity 10 aqualtic imert,
i) Study Toxicity 10 aquanic plants other than.

) Study Genetic toxicity in vitro.001
o Study Density Bulk denzity, density oF réla

B.2.3 Acure toxicity: dermal

4.2.2 Biodegradation in water and sedi...

6.3.2 Bye irmitation
3,11 Flazh paim

5.1.3 3horm-term 1ox<icily 10 aquatic in...

3.7 Partition coefficient

5.1.4 Long-term toxicity to aguakic in.,
5,1.6 Toxicity 1o aquztic plants athert,.,

3.3 Bolling point

6.6.1 Cenetic toxicity inwitro
3.4 Denzity (Bulk density, density arr

B s S

1994-05-z0 00:00:00 ...
1984-05=-28 00:00:00 ...

1964-05-30 00:00:00 ..
1994-03-07 00:00:00 .,

1994-05-31 00:00:00 ..
1994-03-07 00:00:00 ...

1994-05-31 00:00:00 .

1984-05-28 000000 .,
1994-05-258 00:00:00 ...
1994-05-30 00:00:00 ..
1984-05-23 00:00:00 .,

B

. Subztance I-nitrotoluens
, Substance 3-nitrotoluens
, Substance 3-nitrotolsens
, Subftance I-nitrotoluens
, Subztance J-nitrotoluens
; Substance 3=nitrotoleens
, Substance T-nitrotoleene
. Subgtance I-nitrotoluens
, Substance 3-nitrotoluens

Substance 3=nitrotoluene
Subitance I-nitrotaleens

N S TR |

4]

B-B-8-0-8

Select the documenis

< Back

Next > |

Cancel |

20
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EUROPEAN COMMISSION

Bl e Creation of the registration dossier @

« When the selection of the elements of the dossier is complete, the
creation process can be finalised

« Data transferred in the dossier are frozen (read-only information)

« The dossier is ready for submission: a summary of its content is
displayed

. Dozzier: REACH Registration Ann e‘s!ﬁ{ié’:t;-ﬁ'ﬂ'-.'-"*-- +3 f 108=
5 A v

Dozzier name Ff
Dozzier template identifier |REACH Regiztrat
Dozziertemplate wersion [ 2006
Original substance or preparation Toluene Stolu 101 = ftestE f Fiéira Fial |>| %

Submitting legal entity |testEntityl [/ lspra / ltaly |}| M| &

Doszier submiszion remark |ne -

g'74
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Bl s cone From IUCLID 5 to the Agency
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 The registration dossier prepared in IUCLID 5 Is exported and
submitted to the European Chemicals Agency web site

[ e e e e e e ————— — — —— ——————————

lIndustry

|
|
| - =
| IUCLID 5 application web |
| browser ||
| UCLID & IUCLID 5 -k |
I functions - :
|
|
! |
REACH-IT main application

Submit dossier ‘F

REACH-IT
cc::ns‘_‘"t and que on-line functions

(dossier state, query) ‘ (submission, consultation, etc.)
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EUROPEAN COMMISSION
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Joint Research Centre DOSSIGF Sme|SS|On (1)

1. The user connects to the Agency web site and gives his
credentials (ID & password)

E)REACH - Login - Mozilla Firefox =10] x|

File Edit Wiew Go EBookmarks Tools  Help

Contact Site map Search [&]

REACH logo e

Flease provide your account information to connect to the system

Flelds marked with an asterial (+) are mandatons

+ User |D:
+ Password;
Conhect |

Forgot your user ID or pagsword?
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EUROPEAN COMMISSION

DIRECTORATE-GENERAL

Joint Research Centre DOSSIGF Sme|SS|On (2)

2. The user then selects the submission page in the home

menu, and submits his registration dossier

B RLALEL - Lonipany dus

Fin Ed ey Favordes Took Hep

fmfsd. v mh 'ﬁ@ ﬂlaﬁuumh [3%] Favoritas @Hudia @l%-gﬂgﬂ

hddresx ﬁ R:AT] - Inkernal badhrical doouments| REACH-ITTL.20 - Destgnikar Intarf acetREACH-ITlcomparsddocdaslsubmisdonlabmit_ragictration_dossier, shiml

Reglstration dossler submisslon

Flease indicate inwhich file vaur ragisoraton dossier hes besn sewvad
¢ Flle nama: Browea ... I
subrnil ragistration dogsiar I

Contact Site thap Search

REACH |ngg _____________

© Workshop on REACH Inplementaton Proect 3~ 1UCLIDS - 25 September 2006 25
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Dossier follow-up

« The user may consult the Agency website to get an overview of

his submitted dossiers

=lml x|

??;:‘_)REAEH - Company dossiers - Yiew - Mozilla Firefox

File Edit Miew Go Bookmarks Tools  Help

GE-m-Z8 0@ 02 REEN- |g file: R+ { TI%20-%20Internal® 2 0technical%.20documents/REACH-IT/ TT, 20%20-%20Desian j B @ I@,

REACH logo

English (en) j

Substance

Your company has submitted the following dossiers

name \w Substance name EC number Submission number Submissiondate Reference number
Maphthol } Maphthalene 202-049-5 20070927-RT67 270952007 REG-20070927-RT67-9
Meopentane Meopentane 207-343-7 20070323-THa9 23/03/2007 REG-20070323-TH39-8
Phosphonyl Phosphony trichloride 233-046-7 20080123-RT67 23/01/2008 REG-20080123-RT67-3
S-Dichloride Sulphur dichloride 234-129-0 20070713-RT13 13/0 o7 REG-20070713-RT13-6
S-Tetrachloride  Sulphur tetrachloride 20080123-CL45 2301008 CLL-20080123-RT67-3
You can filter the dossiers according to the criteria below
Sort by: | Trade nama LI
Dossiertype: 7 Registration dossier
T C&L notification
" PPORD notification . .
™ DU report
™ DU notification SmeISSIOn
Aoy | date

| Done

20
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B Jnceoh conr Do | always have to use IUCLID?

¢ NO!

o Certain types of “dossiers”, (1.e. C&L notifications, Downstream
users reports or notifications, PPORD dossiers, application for
authorisation, etc... ) are much simpler than the registration
dossier

e In particular they contain no (robust) study summaries

 For those dossiers, web-applications will be made available on
the Agency web site (i.e. no need to use IUCLID)

kP
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Juint Rescarch Gentr C&L notification example

General information Classification(6 to 12) Classification(13to 15) Labelling

Flease provide here following classifications for your substance: explosiveness, oxidising properies, flammability, t
toxicity and acute toxacity - irreversible damage after single exposure.

Fields marked with an astensk [+) are mandaton: Hovering over a [7] sign displays help information.
The level of confidentiality choosen in previols page is applicable to the entive classification and labeliing.

Classification: 1to 6

Explosiveness
Classified: [¥]If an entry is not classified the reason must be specified.

Reason for no classification: | lnconclusive w

[select T to n classifications] ||
E, RZ ‘m

— Classification: o

Oxidising properties
Classified:

Reason for no classification: |Inconclusive v

[select 1 to n classifications] ||
o R7 ™ )

Classification:
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Legal framework

Commission Council Final Entry into| | Entry into
proposal draft text decision force operations
Nov Apr Feb Dec Jun Nov Apr 2008
03 04 05 05 06 06 07

| IUCLID 5 development
Business Analysis : Roll
model & Design Build out
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Joint Research Centre Further information on IUCLID 5

+ http:/lech.jrc.itREACH-IT-INFORMATICS/

REACH-IT & Informatics

ECB Home | Documents | IUCLID4 | IUCLIDS | REACH-IT

Assessment of

i Managing information on chemical substances and their hazards requires complex informatics development and
R T IT and ECICS, and also "Global Portals" for Chemicals Information, use of Web Technologies and support to new

This is managed under Action no 1314 - Support to REACH and Informatics.

Contact Person - Action Leader: Christel MUSSET

Working closely with DG ENTRE and DG ENY, Action 1314 "Support to REACH and Informatics” will assist in the execution
In particular, support is given to the IT related tasks concerning preparation of the new Agency so that it can begin its ta
capabilities in understanding and structuring the complexities of chemicals information and applying this to the detailed |
nrovide the detailed content information in designing these IT systems, whilst the responsibility for implementation will larg

I
I The REACH implementation activities provide a unigue competence to underpin the JEC scientific role regarding chermic

the Chemicals cammunity (Member States, Industry and International partners) regarding global cooperation, harmaonis
formats, data sharing and improved access to information. The generation of hazard data and its global availability (free
Forum on Chermical Safety (Forum 1Y, Bangkolk, Movember 2003). OECD and relevant stakeholders were invited to ©
developing .chemical. economies of Asia.

REACH.IT &
Informatics

Y B L =
""""""""""""" 1. REACH-IT o

------------------------ At the heart of the future European Chemical Agency's operations will be the REEACH-IT systern. The goal is to hawve
........................ substances, and for a selected sample of these to provide a work flow system for evaluation and authorisation processe
JREC is undertaking the role of Technical Manager of the analysis and design of this system, supported by OG ENTR a
work. This systerm provides the capability necessary for the Chemicals Agency to undertake its work and provides the ne

and Agency staff to execute their tasks.




