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Introduction -
What is new in IUCLID version 5.5
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IUCLID 5.5 What's new?

e JUCLID 5.5 released 2 April 2013

e Compatibility between IUCLID versions 5.4/5.5 -
for REACH data

e Documents comparison, at the field level
e Open IUCLID document via hyperlink

e 13 new OECD Harmonised Templates (OHTs) for
Nanomaterials
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IUCLID 5.5 What's new?

e Integration of OHT for ‘Emissions from
preservative-treated wood’ - (IUCLID Section
3.9.1)

e Light dossier export

e Role management improvements
e Literature inventory improvements
e Additional search features

e Biocides functions
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INTERNATIONAL UNIFORM CHEMICAL INFORMATION DATABASE

Compatibility between IUCLID versions
5.4/5.5

b 4

v v

<
b4 A
Only REACH data I
4
IVCLID 5 IUCLID S IUCLID S
Version 5.3 Version 5.4 Version 5.5
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Dossier comparison

B COMPLETE / Substance: Substance 1 / Europ
2012-08-16

4, COMPLETE / Substance: Substance 1 / Europ
2012-08-16

COMPLETE / Substance: test / European Chel

4 COMPLETE / Substance: test / Eurg &
-08- p 4ean Chemicals Agency / Helsinki / Finland 2012-08-16
2012-06-16 *, Export Literature References... 3 gency:/ ! I [Z]

4 R>1000 / Substance: Substance 1 i Select for comparison... | 4 ean Chemicals Agency / Helsinki / Finland 2012-08-16 | ..) :
2012-08-16
{4 Addtofolder... Compare

4 RUINT_TR_1-1000 / Substance: Su

2012-08-16 X Delete... Delete
T
i;.‘ GOTIarENiDEser a-‘
Comparizon results for the selected dossiers ?
'. 3 - 4o L 4 4 - -
a | S R L R ORI Ol O N O T e ﬂ Q m.
Filter modes
Filter mode
() display all (3] display only differences () display only identical Different content Onl.:ll. in second Onl'}." in first
D1 document ‘ D1 chapter | Compare state | DZ document | DZ chapter -
4 Substance 1 modified infirst 4 substance 1 A |

only in second a Additio... 712 Additional t.. FIEId Na'm e Cl:lm pare St ate

o 1-[z-cally.. identical o L-[z-ally.. studyResultType different cantent
ahly in second a Additio.., 7.12 Additional t . .
anly i second @ Adaitio, 712 Adaronait studyPeriod different content
anly In second @ Additio... .12 Additionalt. reliability different content
crbyinsecond | @ Addito.. 712 Additonal .. Test guideline[2] / Cualifier different content
only in second a Additio.. 7.12 Additional t.. i i i i i
anly in secand @ Additio.. 7.12 Additional t. Test guideline[2] f Guideline different content
iy I S | | BGKT... 738 AT Principles of method if othe... different cantent
only in second a Additio... 7.12 Additional t.. i i
only in second a Additio.. 7.12 Additional t.. TE St m at Er|a| f':l m d|ffE re rlt C':lnterlt

® sddinio. |7.12 Additionalt.. | modified in first ® Additio,. [7.12 Additional t
I Detailed comparison information I CIDSE
a-m E e

Comparizon results
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Comparison report

BT Cunniie dussisr ﬂ
Create a Comparizon Report for the zelected dosziers

=

Cutput path |H:‘.,Htm| “@'

Filename |cu:umparisc:n—repu:ur‘t.html |

JInclude all sections

JInclude anly different zections
() Include only identical sections
Include field details

Qpen wiewer for comparizon output once finished

IUCLID Dossier Comparison report

5 B-B-B

Comparizon report Compared Dossiers
Dossier 1|COMF’LETE ! Mixture: MM_Mixture_4-1.02 / Tartu / Tartu / Estonia 2011-07-21 / MM_Mixture_4-1.02 - MM_Mixture_4-1.02 / Tartu / Tartu / Estonia (COMPLETE)]

Dossier 2|COMF’LETE ! Mixture: MM_Mixture_4-1.02 / Tartu / Tartu / Estonia 2011-07-21 / MM_Mixture_4-1.03 - MM_Mixture_4-1.02 / Tartu / Tartu / Estonia (COMPLETE)|

High Level report (comparison on sections)

Compare
D1 document D1 chapter . D2 document
- - B . —

Dossier Mixture MM_Mixture_4-1.02 [ T Dossier Mixture MM_Mixture_4-1.02 / Tartu / Tartu / Estonia

Tartu / Tartu / Estonia second - -
T Reference substance Additive 1/ Additive 1/ Additive 1/ 50-12-4
second
only in

Reference substance Additive 2 / Additive 2 / Additive 2/ 50-13-5

second
[y Reference substance Impurity 2 / Impurity 2 / Impurity 2 / 50-10-2
second ) ) )
[Ty Reference substance Impurity 3 / Impurity 3 / Impurity 3 / 50-09-9
second ) ) )
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Opening IUCLID documents from
hyperlinks

second - |al|fie|ds

e Hyperlinks can be generated ... N5 p—
for IUCLID documents in a = F
distributed version Dowen 0 o
http://iuclid.eu/extern?UUID=IUC5- % Brint..
8dfe1093-96b3-49a/-8fae-c403e42ef/b9 RS

SR ue

e If the user has access to the s i
relevant IUCLID instance, the ;
document will be opened 2 v I
directly -
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http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
http://iuclid.eu/extern?UUID=IUC5-8dfe1093-96b3-49a7-8fae-c403e42ef7b9
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New for Nanomaterials

e 13 new OECD Harmonised
Templates (OHTs) for
Nanomaterials

18 June 2013 echa.europa.eu

E}‘e 4 Physical and chemical properties

----- B 4.1 Appearance/physical state/colour

----- B 4.2 Melting point/freezing paint

----- B 4.3 Boiling point

----- B 4.4 Density

----- & 4.5 Particle size distribution {Granulometry)
----- T 4.6 Vapour pressure

----- & 4.7 Pantition coefficient

----- B 4.8 Water solubility

----- B 4.9 Solubility in arganic solvents / fat salubility
----- B 4.10 Surface tension

----- % 4.11 Flash point

----- B 412 Auto flammability

----- B 4.13 Flammability

----- B 4.14 Explosiveness

----- B 4.15 Oxidising properties

----- 'ﬁ- 416 Oxidation reduction potential

----- B 4.17 stability in organic solvents and identity of r
----- B 4.18 Storage stability and reactivity towards cont
----- B 4.19 Stability: thermal, sunlight, metals

..... 'ﬁ. 420pH

----- 'ﬁ' 4. 21 Dissociation constant

----- B 4.22 Viscosity

----- B 4.23 Additional physico-chemical information
----- T 4.24 Agglomeration/aggregation

----- B 4.25 Crystalline phase

----- B 4.26 Crystallite and grain size

----- B 427 Aspect ratiofshape

----- T 4.28 Specific surface area

----- % 4.29 Zeta potential

----- B 4.30 Surface chemistry

----- % 431 Dustiness

----- B 4.32 Porosity

----- & 4.33 Pour density

----- % 4.34 Photocatalytic activity

----- % 4.35 Radical farmation potential

----- B 4.36 Catalytic activity
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IUCLID 5.5 and the Biocidal Products
Regulation (BPR)
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IUCLID S

i

IUCLID 5 and the Biocidal Products

Regulation (BPR)

e The technical dossiers
for biocides should be
submitted using
IUCLID

e Dossiers created with
IUCLID 5.5 fits the
criteria and
requirements outlined
in the regulation (BPR)

18 June 2013

The technical dossier referred to in Article 6(1) and Article 20

Article 79

Formars and software for submission of informacion to che
Agency

The Agency shall specify formats and software packages and
make them available free of charge on its website for
submissions to the Agency. The competent authorities and
applicants shall use these ﬁ:rrm:l.t|5 and packages in their
submissions pursuant to this Regulation.

shall be submitted using the IUCLID software package.

echa.europa.eu 12
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IUCLID 5 for the Biocidal Products
Regulation (BPR)

e Biocidal Products Regulation (BPR) enters
into operation on 1 September 2013

e From 1 September 2013 onwards companies
can start submitting their biocides dossiers

e The dossiers that can be generated from
IUCLID 5.5 for the purpose of complying
with the Biocidal Products Regulation are the
following:

e Biocidal product authorisation
e Active substance application

18 June 2013 echa.europa.eu
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©“ECHA 1ucLID 5 for the Biocidal
Products Regulation (BPR)

New data templates to store BPR-specific
information

1. Biocidal product composition

2. Technical characteristics of the biocidal product

3. Physical and chemical compatibility with other products

4. Intended uses and exposure

5. Likely tonnage to be placed on the market

6. Directions for use

7. Toxicological profile for human and animals (ESS)

8. Measures to protect humans, animals and the environment
9. Packaging

10. Summary and evaluation

18 June 2013 echa.europa.eu

14



"ECHA

EUROPEAN CHEMICALS AGENCY

IUCLID 5.5 - key features for biocides

BPR Active substance application

e TUCLID view for active >
substance and biocidal
product in line with

e

@ 0 Related Information

% 1 Applicant

% 2 |dentity of the active substance

Q 3 Physical and chemical properties of the active substance

n u m be r| n g Of th e B P R @ 2 Physical and chemical properties of the active substance
. . . ®. 3.1 Appearance
|nf0rmat|0n I‘eqUIrementS @ Appearance

& Appearance.001
¥ 3.2 Melting/freezing point
® 3.3 Acidity, alkalinity
® 3.4 Boiling point
¥ 3.5 Relative Density
L] 3.6 Absorption spectra data (UV/VIS, IR, NMR) and a mass s{
¥ 3.7 Vapour pressure and Henry's law constant
¥ 3.8 Surface tension
% 3.9 Water solubility
¥ 3.10 Partition coefficient (n-octanol/water) and its pH deper]
% 3.11 Thermal stability, identity of breakdown products
¥ 3.12 Reactivity towards container material
@ 3.13 Dissociation constant
% 3.14 Granulometry
® 3.15 Viscosity
® 3.16 Solubility in organic solvents, including effect of tempe
@ 3.17 Stability in organic solvents used in biocidal products 3
4 Physical hazards and respective characteristics

annexes

e New dossier types
implemented

Biocidal Products Regulation

() BPR Active substance application
(0 BPR Biocidal product authorisation

O-&-8-8
'Y Beesesessess-eees
. — »

*
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IUCLID (BPR) dossier structure

18 June 2013

IUCLID
dataset(s) AS
& SoC

Doc. III-A

-------------

IUCLID
dataset BP

Doc. III-B

echa.europa.eu

Study reports

AS: Active Substance
BP: Biocidal Product

LoA: Letter of Access

SoC: Substance of
Concern

16



Dataset management for Biocides
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e Create a substance BN Temce

Create and update substance related information

dataset P AR

e e e
4

Complete [a

o Select the ‘Active

BPR Substance of concern

BPR Basic information (substance)

’ -
CLP alternative name request ||
Substance’ filtered
CLP Regulation = CLH dossier
Endpoints information

|
view |

x|

- - r Query results |/ Folders rﬁ Section tree |
. Enter I nfo rl I latlon EFF Active substance application A |:|
requirements for S sremea o
- -5 1 Applicant
‘Actlve S u bsta n Ce / ﬂ 2 ldentity of the active substance
'ﬂ 3 Physical and chemical properties of the active
% 4 Physical hazards and respective characteristic
(An n eX I I B P R) > ----- % S Methods of detection and identification

ﬂ & Effectiveness against target organisms

'ﬂ 7 Intended uses and exposure

% & Toxicological profile for humans and animals
ﬂ 9 Ecotoxicological studies

'ﬂ 10 Environmental fate and behaviour

> ----- % 11 Measures to protect humans, animals and the
% 12 Classification & Labelling and PET assessmen
b % 13 Summary and evaluation

14
HiE

H

!
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ZECHA Substance of Concern dataset creation

e Create a substance Substance

\ Create and update substance related information

dataset __gptiew upae
S o L

Ed|

Complete

* Select the ‘Substance e
of Concern’ filtered |

CLP alternative name request

CLP notification

n CLP Regulation - CLH dossier
Endpoints information

view =]

Cancel

¢ Navigation ! =

(‘Query results |(Folders | & Section tree |

e Enter information \ X

requirements - similar 7 5 e
for ‘Active Substance’ 3 s s
(Annex II BPR)

|# % 3 Physical and chemical properties of the
% 4 Physical hazards and respective charac
¥ S Methods of detection and identification
t - % 6 Effectiveness against target organisms
- % 7 Intended uses and exposure

t- % 8 Toxicological profile for humans and ar
+ % 9 Ecotoxicological studies

}- % 10 Environmental fate and behaviour

® 11 Measures to protect humans, animals
# % 12 Classification & Labelling and PBT asst¢
‘ar_ % 13 Summary and evaluation

ERCRER

&
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e Create a
mixture/product
dataset

e Select the 'Biocidal
product’ filtered view

Mixture /Product
Create and update mixture/product related information

7 New Update

e e e
4

Complete

BPR Active substance application
BPR Substance of concern

BPR. Basic information (substance)
CLP alternative name request |
CLP notification

CLP Regulation = CLH dossier

Endpoints information

L OK ( Cancel

BPR Biocidal product authorisation

-

L

4
d

e Enter information
requirements for
‘Biocidal product’
(Annex III BPR)

-

RN

+

CR)

+

18 June 2013 echa.europa.eu
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® 0 Related Information

% 1 Applicant

% 2 |dentity of the biocidal product

& 3 Physical, chemical and technical properties

% 4 Physical hazards and respective characteristics
¥ S Methods of detection and identification

% 6 Effectiveness against target organisms

% 7 Intended uses and exposure

% 8 Toxicological profile for humans and animals
® 9 Ecotoxicological studies

% 10 Environmental fate and behaviour

% 11 Measures to protect humans, animals and the environment
% 12 Classification & Labelling and PBT assessment
% 13 Summary and evaluation
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Biocidal Product dataset creation

Specific information requirements for Biocidal
Products:

e (Section 2.3) Product Composition
e (Section 7.1) Product Types and Uses
e (Section 7.6) Instructions for Use

e (Section 12.4) Packaging

18 June 2013 echa.europa.eu
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Create Biocidal Product Authorisation Dossier
Creation of a biocidal product dataset Done +/

Identification of the constituents in the composition
section Done /

16 FLG 003 f BPRIT Group Testing J Helsinki f Finland

Creation of the dossier from R T G
the biocidal product dataset: : §:;LMM o

Right click on the product % Export..

dataset, .. select L e e
‘Create dossier’; select the

K Delete.. Delete

template '‘BPR Biocidal product

authorisation’; Continue the wizard until the end by
selecting all information.

Finish >> View dossier >> Export i5z file

18 June 2013 echa.europa.eu 23
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Create Active Substance Application Dossier

Creation of a active substance dataset Done /

Creation of a substance of concern dataset
(if relevant) Done +/

Creation of a generic biocidal product dataset:
including identification of the constituents of the
generic product used for active substance application
in the composition section of the product Done /

18 June 2013 echa.europa.eu
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Create Active Substance Application Dossier

Creation of the dossier from the biocidal product
dataset:
'

1) Right click on the product dataset, *”

2) SeleCt ‘Create dOSSier’ 16 FLG 003 / BPR IT Group Testing / Helsinki / Finland
mr__T

3) Select the template

2 Print Literature References...

& Export...

‘BPR Active Su bSta nce application'- %, Export Literature References..,

#.. Create HyperLink

4) Continue the wizard until the end
by selecting all information

i Delete.. Delete

Finish >> View dossier >> Export i5z file

18 June 2013 echa.europa.eu
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Support and manuals

« JUCLID 5 User Manual and help system
« Updated and made available with IUCLID 5.5.0

 BPR dossier creation quick guide (already available in
the IUCLID web site) and video tutorial soon available

« Dossier submission manual - available by the 'Biocides
Stakeholder Day’

« Authority User Manual - (before September 2013)
 FAQs
« ECHA Helpdesk via our contact form

18 June 2013 echa.europa.eu
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Future IUCLID developments

This summer:

- IUCLID 5.5.1

» Report generator will not only be able to generate the CSR
but also the BPR ‘Draft Summary of Product
Characteristics’ report

18 June 2013 echa.europa.eu 29
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Thank you




