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SCEDs in Chesar: main principles

e Chesar 2.3 aims at supporting registrants to use
SCEDs information for the assessment of
consumer uses, based on exposure estimates
generated by ECETOC TRA v3.1

e For that purpose, Chesar enables industry
associations developing SCEDs to generate them
in an XML format that can be read by Chesar
(for the registrant’s safety assessment)
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SCEDs in Chesar: main principles

Basic principles, when a SCED is used for the
exposure assessment based on ECETOC TRA v3.1

e the input parameters for exposure estimation are
automatically fed in from the SCED (in addition to the
substance properties which are relevant)

e The explanations (rational) related to the various
parameters are automatically conveyed to the ES to
support the reader of the CSR in understanding the
assessment

e The parameters relevant for the producer of the
consumer product are automatically conveyed to the
ES for the SDS in the form of an ESCom standard
phrase
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The Chesar Boxes

1. Manage substances

2. Reporting of uses

3. Exposure estimation

4. ES building and CSR generation

5. Generation of ES for extended SDS
6. Library management
7. User management
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[ ]
Physico chemical properties .“ Import/Export Chesar workflow
Results of hazard assessment of full CSAs
¢ Environment
¢ Human health
* PBT status

Describe uses in life
cycle structure and
assign tonnage

Import substance
data from |IUCLID 5.4

Import/Export
of CSA blocks

-

CSA elements (library)

— » Determinant types

Select quantitative exposure assessment method; DERC Import/Export of
Carry out guantitative exposure assessments ) library objects

— B — ‘-Sﬁa‘mases

Build final exposure scenarios and : *.’ =

characterise risk (quantitative/qualitative) IUCLID plug-in CSR Generator 3

« Integration into full CSR
l = « Export of uses to section 3.5
Generate CSR Section 9 and 10 « Export exposure data to section 3.7

l ] Export to companies
Extract ES for extended SDS IT systems
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Import the SCED in Chesar format E

 SCED should have been downloaded in Chesar
format from industry website

- meme

chesar

Selected Substance: ECHA substance Selected CSA’ CSR example

Standard Phrases | i | Searcn || Advanced Search |

Determinant Types | ~ SCEDs

SpERCs
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Select the consumer use to be
assessed in the life cycle tree

G

Selected Substance: ECHA substance Selected CSA- CS
BIE B EA3E EE

@ Combined Environmental Assessment

B Manuf (320.0 t) ERC 1: Manufacture
B Formul. (220.0 t) ERC 2: Formulation of liquid mixtui
2 O Market (120.0 t) Adhesives

2 9 consum. (120.0 t) ERC 8c: Consumer use of adh

< ERC 8c: Consumer use of adhesives

ECilaHoobyiseobiniversl olies
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Select exposure estimation method:
ECETOC TRA v3.1

Select exposure estimation method

TRA Consumers w3

TRA Consumers HD

Measured data

External exposure estimation tool

Cancel
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Select exposure estimation method:
ECETOC TRA v3.1

Select exposure estimation method

Create TRA Consumers v3.1 assessment

< Select SCED )

SCED name:
SCED code:

Exposure routes covered [

echa.europa.eu
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Select appropriate SCED

« Default selection: SCEDs available in the library
identified with the PC code of the contributing
scenario

SCED search

Keywords Search | Advanced Search ] View

W @ q.10f1 ® M

Code Name Scope PCIAC Author
FEICA SCED_1_1.a_  Universal Glues Hobby | ° p'as"s“a";;c;fn PC-1: Adhesives, i
vi Use 3 Sealants "9
determinants...
echa.europa.eu 11
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Exposure estimation is automatically
carried out

— - AR, iE et - - _= - b il
@ Gombined Environmental Assessment | + Exposure and risk characterisation ratios I

# @ mManuf (320.0 t) ERC 1: Manufaciure

& ® Formul. (3200 t) ERC 2 Formulation of liquid mixtu
S B Market (120.0 t) Adnesives
= @ Consum. (120.0 f) ERC 8¢: Consumer use of adh

9 ERGC &c: Consumer use of adhesives

® O Market (2000 1) ings and Inks
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Exposure and risk characterisation ratios

Assessment name:
Sced code:
Sced name:

TRA Consumer via.1
FEICA_SCED_1_1_a_w1

Universal Glues Hobby Use

.
Information on calculation |

Exposure
Inhalation, systemic, long-term 13.24 mg/m®
o Inhalation, systemic, acute 45 mg/m®
Inhalation, local, long-term 13.24 mg/m®
Inhalation, local, acute 45 mg/m®
2 Dermal, systemic, long-term 0.25 mg/kg bw/day 0.071
Dermal, systemic, acute 0.25 mg/kg bwiday
Oral, systemic, long-term 0 mg/kg bw/day 0
o .
EUROPEAN CHEMICALS AGENCY
= Conditions of Use

l Concentration of substance in mixture =054g/g B
Exposure via Oral route Oral exposure is considered to be not relevant 2
Spray MNo B
Frequency of use over a year Frequent [
Frequency of use over a day =1 events/day [
Amount of product used per application =9 glevent B
Exposure time =4 hr &
Adult/Child assumed Adult &
Place of use Indoor &
Inhalation factor =1 &
Body parts potentially exposed Two fingertips =
Dermal transfer factor =01 &
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gﬁm ation of substance in
-can be adapted to the case

Edit Concentration of substance in mixture

Description of determinant

Effective routes Oral, Dermal, Inhalation

Value = 0.05

gfg (min: 0; max: 1)

Substance used as additive in glue

Explanation for CSR

3966 characters remaining.

lntarnal not
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v Conditions of Use

Concentration of substance in mixture

Exposure via Oral route

Spray

Frequency of use over a year

Frequency of use over a day

=054g/g
Oral exposure is considered to be not relevant

MNo

Frequent

=1 events/day

B E E

I Amount of product used per application

E‘.ELE‘.EJ

=9 glevent
Exposure time =4 hr
Adult/Child assumed Adult &
Place of use Indoor B
Inhalation factor =1 &
Body parts potentially exposed Two fingertips =
Dermal transfer factor =01 B

echa.europa.eu
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Edit Amount of product used per application

Description of determinant

Effective routes Inhalation

From SCED

Value =9 glevent Cannot be modified

RIVM report 320104007 — Do-Ic-Yourself Products Fact Sheet p. 35 - 37:; W.

Burg, H.J. Bremmer, J.G.M van Engelen)

=
Explanation for CSR From SCED

- Explanation
- Source of infarmation

Internal note

oK | cancal

9.1.2. Consumer contributing scenario 1: Universal Glues Hobby Use (PC 1)

FECHA ocomwmm

ECETOC TRA Consumer V. 3.1:Scedused: FEICA_SCED_1_1_a_v1 Universal Glues Hobby Use
EUROPEAN CHEMICALS AGENCY

[Method
Product (article) characteristics
* Concentration of substance in mixture: =0.05 g'g SCED based
_Additive in the glue
+ Exposure via Oral route: Oral exposure is considered to be notrelevant SCED based
Post-market surveillance
* Spray: No SCED based

Amount used, frequency and duration of use/exposure

C o n d i ti o n S « Frequency of use over a year: Frequent SCED based

RIVM report 320104007 0,15 /day (Do-It-Yourself Products Fact Sheetp. 35 - 37, W ter

f - t h Burg, H.J. Bremmer, JG. Mvan Engelen)
or use In € e meomiay ey SCEDaed

Market surveillance data

‘ S R + Amount of product used per application: =9 g/event SCED based
RIVM report 320104007 - Do-It-Yourself Products Fact Sheet p. 35- 37, W. ter Burg,
H.J. Bremmer, J.G Mvan Engelen)

+ Exposuretime: =4 hr SCED based
RIVM report 320104007 (Do-It- Yowrself Products Fact Sheet p. 35-37; W. ter Burg, HJ.
Bremmer, J.G.Mvan Engelen)

Measures related to information and behavioural advice to consumers including personal protection and

hygiene

+ Adult/Child assumed: Adult | SCED based
+ Place of use: Indoar |SCED based
Other conditions affecting consumers exposure

+ Inhalation factor: = 1 SCED based
* Body parts potentially exposed: Two fingertips SCED based
+ Dermal transfer factor:=0.1 SCED based

Substances included into or onto a hardened adhesive matrix cannot easily penetrate
through the surface layer amymore to get in contact with the skin. Following the
Stokes-Einstein equation diffusion of molecules in liguids is controlled by temperature and
viscosity. The latter is a function of the molecular weight of the matrix (ca. 10000 g/mol in
the beginning of the hardening process). During the curing process, that typically takes

L ) i J Louaih L Lacslac d. Lila:h




9.1.2. Consumer contributing scenario 1: Universal Glues Hobby Use (PC 1)

FECHA ocomwmm

ECETOC TRA Consumer V. 3.1:Scedused: FEICA_SCED_1_1_a_v1 Universal Glues Hobby Use

EUROPEAN CHEMICALS AGENCY
[Method

Product (article) characteristics

* Concentration of substance in mixture: =0.05 g'g SCED based

_Additive in the glue

+ Exposure via Oral route: Oral exposure is considered to be notrelevant SCED based

Post-market surveillance

* Spray: No SCED based

Amount used, frequency and duration of use/exposure

g =

C o n d I tl O n S « Frequency of use over a year: Frequent SCED based
| bt CooTIE R AR . - o .
r . -~ f

a2 2 . - -

+ Demmaltransferfactor:=0.17

Substancesincludedinto vrontow-hardenedadhesivemairix-cannoteasily-
penciratethroughthesurface layeranymore-to-get-inconiactwiththe-skin.-
FollowingtheStokes-Einsteinequationdiffusionofmoleculesin-liquidsis-
controlledbytemperature-andviscosity.-The-latteris-afunctionofthe-molecular-
weightefthematriviea.- 10000g/mol-inthe-beginning ofthehardening process).-
During-the-curing process, thattypically takes place-withina few-minutes, the-
mean freclengthofpathfor-moleculesdecreases-while the- medium-molecular-
weightofthe matriv-increases.-A-valueof ] 0%-is-conservativeandiakes-notinto-
coounithatinadditiononlyfewchemicals-haveskinpeneirationrates>-5%.2

TATGUZN TAE SUTTACE [AVeT QNyiNGre 10 Set 11 CONIAct Wil T1e SKIn. FOIGWINg the
Stokes-Einstein equation diffusion of molecules in liguids is controlled by temperature and
viscosity. The latter is a function of the molecular weight of the matrix (ca. 10000 g/mol in
the beginning of the hardening process). During the curing process, that typically takes

L ) - z Lougil, L Locaidoc 2L PR
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Exposure and risks in the CSR

9.1.2.2. Exposure and risks for consumers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 1. Exposure concentrations and risks for consumers

Route of exposure and type of |Exposure concentration Risk characterisation
effects
Inhalation, systemic, long-term |0.662 mg/m* (TE.A Consumer v3.1) ECR=0109
Demmal, systemic, long-term 0.012 mg/kg bw/day (TR A Consumer RCR=001

v3.1)
Oral, systemic, long-term 0 mg/'kg bw/day (TE.A Consumer v3.1) RCR =001
Combined routes, systemic, RCR=0.112
long-term

echa.europa.eu 20




ES for
commu-
nication

1. ES 1: Consumer use; Adhesives, sealants (PC 1)

1.1. Title section

Environment

C5 1: (Contributing scenario name) ERC 8¢
Consumer

CS 2: Universal Glues Hobby Use PC1

1.2. Conditions of use affecting exposure

1.2.1. Control of environmental exposure: (Contributing scenario name) (ERC 8¢)

1.2.2. Control of consumer exposure: Universal Glues Hobby Use (PC 1)

Product (article) characteristics
Limit the substance content in the productto 0.03 g'g
Oral exposure iz considered to be not relevant.

No spraying

Amount used, frequency and duration of usefexposure

Covers use up to 1.0 events/day

Covers use up to 9.0 glevent

Measures related to information and behavioural advice to s including p 1 protection and
hygiene

Covers adult use

Other conditions affecting €xposure

Assumes that potentizl dermal contact is limited to two fmgertips

1.3. Exposure estimation and reference to its source

1.3.1. Environmental release and exposure:Contributing scenario name

ES for communication

1.3. Exposure estimation and reference to its source
1.3.1. Environmental release and exposure:Contributing scenario name

1.3.2. Consumer exposure: Universal Glues Hobby Use (PC 1)

SCED used: FEICA_SCED_1_1_a v1;Universal Glues Hobby Use

Route of exposure and type of effects Exposure estimate RCR
Inhalation, systemic, long-term 0,662 mg/m® (SCED bazed) 0.109
Dermal, systemic, long-t=rm 0.012 mgkg bw/day (3CED based) =0.01
Orzl, systemic, long-term 0 mgkg bw/day (SCED basad) =0.01
Combined routes. systemic, long-term 0.112

set by the ES

1.4. Guidance to DU to evaluate whether he works inside the boundaries

22
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Generate the SCED information in a
Chesar readable format (Chesar XML)

C T=vrE7ME=

chesar

Selected Substance: ECHA substance  Selected C5A: CSR example

| Determinant Types ‘ * SCEDs

SpERCs ‘
SCEHB ‘ | Cr&at&“ :-Importl

Standard Phrases ‘

Search | Advanced Search |

echa.europa.eu 24




Create/edit SCED >

Finalised: [ Select standard phrase
Obsolete: E from ESCom

Name of the SCED:

Scope of the SCED:

Applicability of the -
SCED: -

PCIAC: |[select]

SCED Code:

Source of the SCED:
Form of the product: [select] |Z[
Adult/Child assumed: | Child [=]

Code of related SCEDs || %

I' Cc Dermal parameters  Inhalation p s  Oral p IMminislmlive information
Concentration of substance in Rationale: -
mixture (g/g): -
Frequency of use over a year: |Fraquent E Raticnale: »
Frequency of use over a day Rationale: -
(events/day): -
| ok | cance

“ECHA
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Common parameters Demnal parameters Oral p ters Administrative information

Exposure via inhalation

A

route: &s IZ'

Rationale for no exposure -
via inhalation route: -
Amount of product used per Rationale: -
application (g/event): -
Exposure time (hr): Rationale: -
Inhalation factor: Rationale: -
Spray application: Yes E| Flace of use: Indoor E|
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Create and export the file in XML

~ SCEDs

|Cmate||Dele‘e”Cﬂp}'”‘mPﬂ'T"EXPDﬂIIICI'E‘aIESCEDmput"

|5e:amn||mvanoeﬂ SGal'tl‘l|

@ 1-106011 G ®

FEICA_SCED_1_1_a_v1 :.jr_‘u:u-'ersal Glues Hobby PC-1: Adhesives,
Use

- testing
Sealants g

determinants...

The content of the SCED information reported in Chesar can be seen by
“create SCED report” (generates document with SCED factsheet format)
It is foreseen that industry association provide the Chesar file on their
website. Link also made from Chesar website.

echa.europa.eu 27

Conclusion




"ECHA

EUROPEAN CHEMICALS AGENCY

Conclusion

* SCEDs are a harmonised format to document the key input
parameters needed for the assessment of substances in consumer
products

» Using Chesar 2.3 will be an effective way to make use of SCED in
an assessment:

» Exposure estimation calculated via TRA v3.1 will be embedded
into Chesar

 Information provided by sector associations within the SCEDs is
automatically conveyed to exposure estimation, CSR and ES for
communication
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Thank you!




