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e ECETOC TRA

EN ELTRABA)O

http://www.ecetoc.org/tra

EUROPEAN CENTRE FOR ECOTOXICOLOGY AND TOXICOLOGY OF CHEMICALS

Iy

Choose your langua

& Ongoing Task Forces

« Workshops

« Symposia and other meetings

« Contributing to international
initiatives

« Science Awards

& Targeted Risk Assessment
(TRA)
History

E-team project

Targeted Risk-. anmanager
Assessment Tool RISKOFDERM

TRA versign 3 MEASE
EMKG-Expo-Tool

Invitation to join a stakeholder group with an interest in worker exposure
assessment models under REACH

Introduction

The ECETOC Targeted Risk Assessment (TRA) tool was launched in 2004. The
TRA consists of 3 separate models for estimating exposures to workers, consumers

6 junio 2012
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gﬁ’qm . @ e ECETOC TRA

EN ELTRABAJO

Fortalezas

e Estructura clara

e Informacién sobre el proceso (process categories (PROCs) ) basado en otros
apartados de la guia ECHA y usados en la aplicacién CHESAR

e Incluye via inhalatoria y dérmica
e Laduracién de la actividad/proceso/operacién se tiene en cuenta

e Datos basados en el modelo EASE y en informacién experta de las partes
interesadas

e La eficacia de la ventilacion localizada tiene en cuenta el tipo de proceso y el uso
(profesional o industrial)

e También tiene en cuenta la proporcién de la sustancia en el preparado para el
calculo de la exposicion inhalatoria

e Lareduccion de la exposicion inhalatoria por el uso de RPE se tiene en cuenta
e Los resultados pueden ser guardados
e Se pueden calcular multiples situaciones simultaneamente

la evaluacion del riesgo por exposicién a agentes quimicos 7
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EN ELTRABAJO

«;ﬁqm " @ o — ECETOC TRA

Limitaciones

* No siempre es facil distinguir entre uso profesional e industrial
e La cantidad de producto usada no tiene influencia

e Limitadas posibilidades de eleccidon en condiciones operacionales (Ocs) y medidas de
gestion del riesgo (RMM; e.g. no es posible distinguir entre un proceso automatizado
y uno manual

* No tiene en cuenta la proporcion de la sustancia en el preparado para el calculo de la
exposicion dérmica, ni esta considerada para sélidos

* Noincluye EPI para reducir la exposicién dérmica
* Eltipo de EPIR no esta especificado para la reduccion de la exposicion dada

* La exposicion dérmica con extraccion localizada estd infraestimada, comparandolo
con el modelo RISKOFDERM.

la evaluacion del riesgo por exposicién a agentes quimicos 8
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Chemical
substances

Targeting

ECETOC TRA. ESQUEMA

Tier ) - Screening RA

ofmand/othm'dnf

Substances of no * based upon established rules
mmediate
concern
Tier 1 - Targeting RA
Uses of no * key exposure scenario(s)
immediate * predicted exposures
concern ¢ generic hazard evaluation
e defined RQ* and MoE*

ks st )of
. l:eyhann!tslofomnem
* account for real data and

ﬁﬁz&mﬂsd‘dzﬁnlb .
* define ‘real’ RQ* and MoE*
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éﬁ—&mm o). ECETOC TRA. ESQUEMA.
TIERO

DATOS

e El principal uso;

e propiedades fisico-quimicas;

e presion de vapor(o pulverulencia, para soélidos)
e estado fisico

e produccion annual de la sustancia

a evaluacion del riesgo por exposicion a agentes quimicos
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Vapour pressure (hPa Dustiness Availability banding

=5 Mot dusty Minimal

510 Slightty dusty Low

10-100 Dushy Medium

=100 Very/extremely dusty High

Table 2: Exposure polential for minimal band availability subsiances

Tablke 3: Exposure potential for low band availability substances

Main categery of use TGD) Annual tennage Main category of use [TGD) Annuel tennage
1-10 10-100 | 100-1,000 | 1,000-10k | 10k-100k | =100k 1-10 10-100 | 100-1,000 | 1,000-10k | 10k-100k | =100k
Infermediate vsed on site (non- Intermedinte vsed on site [non-
isolated and isolated) isolated and isclated)
Isolated intermedite vsad)/stored Minimal Isclated intermediate used/stored Minimal
off site off sife
Included info or onfo a matrix Included info or onto a malrix
Meon-dispersive use - professional Lovwr MNon-dispersive use - professional Low
Wide dispersive uss Wide dispersive usa -

Table 4: Exposure potential for medium band availability substances

Tabke 5: Exposure potential for high band avaikability substances

Mﬂi“w‘*m TGO} Annual tennage hhinouhgor)rn{‘usa TGy Annval tonnage
1-10 10-100 | 100-1,000 | 1,000-10k | 10k-100k | =100k 1-10 10-100 | 100-1,000 | 1,000-10k | 10k-100k | =100k
Infermediate vsed on site (non- Minimal Intermediate vsed on site [non- Minimal
isclated and isolated) isolated and isolated)
Isolated intermediate vsed/stored lsolated intermediote vsed, stored
off site off site
Inchuded info or onbe a matrix Levwr Included info or orfo a matrix Low
Mon-dispersive use - professicnal Men-dispersive use - professional
Wide dispersive use Wide dispersive use Low
I
a evaluacion del riesgo por exposicion a agentes quimicos 11
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Risk phrase Classitication Descriptor Hazard category

. Je INSTITUTO NACIONAL Unchassified” Loy
Fﬁ\ DE EMPLEO i S < ) - :‘;::f:)g‘"’“"“‘ R0 Harmhd Acuie boxicity inhalotion vy
i R21 Harmhd Acule dowicity dermal Lo
B2 Harmhd Acule foxicity oral Lover
R&5 Harmhd Axpirafion Lors
RarF Harmhd Drorsesiness Lorer
Ris bwitiamnt kritation ey= Lorse
- RaF kit kritaficn respirgiony sysem Lorer
] kmilcnt kritaticn skin Lorer
ECETOC TRA. = = ———
Urechassified oo dossified as Medivm
acuidy harmb or irvitont and
ESQUEMA. TIERO  Tos
® dose foodciby
Harmhd Prolonged exposure Medivm
R4l Harmhd Carcinogen Cat 3 Medivm
Rad Harmhd Mutogen Cat.3 Madivm
R&2, R43 Harmhdl Reproduction Cat.3 Medivm
k23 Tawic Acuie foxicity inhalation Madivm
R24 Taxic Acute foxicity dermal Medivm
R25 Tawic Aouke lowcty ordl Medivm
Rz Taxic breversible affecis Medivm
R43 krrilant Sensifisation: skin Medivm
R4l kit Severs aye irritalion Madivm
R34, B35 Corroaive Corrceion Medivm
R42 Harmhd Sensitisationinhdlation High
48 Taxic Prolonged sxposure High
R45, B4R Taxic Carcinogen Caot 1, 2 High *
Rds Tamic Mutogen Cat. 1, 2 High
R&0, Ré1 Tawic Reproduction Cat. 1, 2 H#‘. i
R24 Wery Towic Acule tomicity inhalation High
e Wery Toxic Acule foxicity dermal High
] Wery Towic Acute foxicity oral High
*Bazed on data (st minimuam information requirements as described in Appendbe O and sufficient information on repeated dose
'Tﬂ:lt: ..-r-. Clazsifi=d B2 Eds RAS BE0 ar BA1 ame of were hich rnoeem
la evaluacion del riesgo por exposicién a agentes quimicos 12
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Ame @z~ ECETOC TRA. ESQUEMA.
TIER O

Table 7: Tier 0 risk matrix

Hazard Exposure potential

potential ) Low Medium High

Low No immediate concern Mo immediate concern Higher tier RA Higher tier RA
Medium No immediate concern Higher tier RA Higher tier RA Higher tier RA
High Higher tier RA Higher tier RA Higher tier RA Higher tier RA

valuacion del riesgo por exposicién a agentes quimicos
a, 26 junio 2012
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Am=  ()m== ECETOCTRA. ESQUEMA.
TIER 1
N Defined generic

workplace and
consumer exposure
scenarios

v

Deerived estimates of
2 exposure for the relevant
scenarios

¥

Comparison of the
exposures with generic
3 concern levels for the
(hazard) category of

substance

v

Derivation of Margins of
Exposure as the basis for
4 defining the need for
further RA and/or
prioritisation
Y
Identification of use
scenarios of concern and
of no concern

(|
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INSTITUTO NACIONAL
n DE SEGURIDAD E HIGIENE
EN ELTRABA)O

TIER 1

APPENDIX G: DESCRIPTION OF WORKPLACE EXPOSURE SCENARIOS FOR USE AT THE TIER 1 LEVEL

ECETOC TRA. ESQUEMA.

Scenario Description Significant  Assumptions concerning
dermal dermal exposures
exposure?

Use in a closed process with no likelihood of The use of the substances in a high integrity contained system where litfle potential ~ No None

exposure exists for exposures, e.q. any sampling is via closed loop systems.

Use in closed process with occosional controlled A continuous process but where the design philosophy is not specifically cimed ot No Significant dermal exposure only

exposures, e.g. during sampling minimising emissions. It is not high integrify and occosional exposures will arise, likely to arise from break-downs and

e.g- through maintenance, sompling and equipment break-downs. maintenance. Routine elevated
exposure expected to be low.

Use in a dosad batch process, i.e. wheee only Batch manufaciure of a chemical or formulation where the predominant handling ~ No Sampling unlikely to give rise to

limited opportunity for breaching arises, e.g. is in a contained manner, e.g. through enclosed transfers, but where some significont exposures.

sampling

opportunity for contact with chemicals ocours, e.g. sampling

Use in a batch or other process (induding
related process stoges, e.g. filtration, drying)
where opportunities for exposure arise, e.g.
sampiling, discharging or charging of materials

Use in the batch manufadure of a chemical where significant opportunity for Yes
exposure arises, e.g. during the charging, sampling or discharge of materials,

and when the nature of the design can reasonably be predicted fo result in

eXposurss.

Two hands, face only (480 cm’)
assumed.

Use in a baich process including chemical
reactions and/or the formulation by mixing,
blending or calendering of liquid and solid-
based products

The manufacture or formulation of chemical products or arficles using technologies  Yes
related fo mixing and blending of sclid or liquid materials and where the process
is in stages or provides the opportunity for significant contoct ot any stage.

Two hands, foce only (480 cm’)
assumed.

Spraying of the substance or preparations
containing the substance in industricl
apolications, e.q. coatings

Spray opplicafions of a subsionce or preparations contoining if, e.g. painds, Yes
adhesives, lacquers. Also includes uses where substantial thermal or kinetic energy
is applied to the substance, e.q. welding or arindina.

Extraccion localizada + duraciéon

Two honds and forearms (1,500
cm’} assumed.

Medidas organizativas + EPI (distinta de guantes o gafas): TIER 2

Incorporacion de mediciones reales: TIER 2

26 junio 2012
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EN ELTRABA)O

it'*’m . @ e MEASE

EBRC*

Services for the
Chemical Industries

-

Agrochemicals home contact imprint links
Biocides

> l_ndustnaiChemlcals Eiperience gained in . .
e weioss ik [ndlustrial Chemicals — REACH | Recent
Chemicals

Background projects and references

> Recent projects R prejects

completed under REACH
and references (2010)
: MEASE - The Metals' EASE
Links HERAG = ¢ =
Classification and ART MEASE - Occupational Exposure Assessment Tool for REACH
Labelling
Safety Data Sheets R Downloads
Dermal Abhsorntion na ST A CT 8 s 20t ATn AT Sty on =Y finlnlaile
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MEASE-1.02.01.xls

conTacT peuTSCH
reasc l-l -C I p SITEMAR OSTART SEARCH

helpdesk EROALINETRIA N 0 ADVANCED SEARCH

& Exposure estimate at the workplace

REACH-Regulation

EMKG-EXPO-TOOL
CLP-Regulation

(B EMKG-EXPO-TOOL (xls,
465 KB)

The EMKG-EXPO-TOOL is part of the "Easy-
to-use workplace control scheme for
hazardous substances” (EMKG "Einfaches
MaBnahmenkonzept fir Gefahrstoffe”) of
the Federal Institute for Occupational Safety
and Health (BAuA). Within the context of
REACH the BAuA-Unit 4.1 -Occupational
Exposure- offers an IT-tool free of charge
for a first exposure estimate at the
workplace., This Tier 1 assessment is only
valid for inhalation exposure.

& Exposure estimate at the
workplace

Emergency telephone number

n del riesgo por exposicion a agentes quimicos 17
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EMKG-EXPO-TOOL.xls;jsessionid=439B766B27FF08F052F8B7F7033BDB6D.xls

EN ELTRABAJO

éﬁ-&%m Oz German EMKG-Expo-Tool

e Define tres variables que el COSHH no utiliza: Duracion de la actividad,
cantidad efectiva y duracién efectiva del contacto

e|Introduce criterios mas completos para evaluar las medidas de control
gue ya han sido implementadas

eTiene en cuenta la exposicion dérmica

valuacion del riesgo por exposicién a agentes quimicos
a, 26 junio 2012
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Acmmz ()@= German EMKG-Expo-Tool

EN ELTRABAJO

Fortalezas

« Claray sencilla herramienta
« Se tiene en cuenta la cantidad manejada

* Define tres variables que el COSHH no utiliza: Duracion de la actividad,
cantidad efectiva y duracion efectiva del contacto

 Introduce criterios mas completos para evaluar las medidas de control que ya
han sido implementadas

« Tiene en cuenta la exposicion dérmica
» Las fichas de control estan disponibles

a evaluacion del riesgo por exposicion a agentes quimicos 19
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Acmmz ()@= German EMKG-Expo-Tool

EN ELTRABAJO

Limitaciones

» Las partes de evaluacion no estan visibles para el usuario.

» Las posibilidades de eleccion son limitadas. Por ejemplo se asume 100 % de
la concentracion de una sustancia en el producto

* No valido para gases (manejados o producidos) ni para aerosoles generados
de composicion desconocida

* No valido para CRM

evaluacion del riesgo por exposicion a agentes quimicos 20
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SUPERIORES

« Stoffenmanager
+ RISKOFDERM
« ART

evaluacion del riesgo por exposicion a agentes quimicos
lla, 26 junio 2012
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EN ELTRABAJO

ADNANCED
REACH

TooL My Scenarios  Science

Welcome to the Advanced Reach Tool 1.0

Chemical Safety Assessments can be complex and time consuming. While Tier I models
estimating exposure are available, should they be unable to show safe use, then refinement with
more data or better assumptions is the only way forward. The Advanced REACH Tool (ART)
version 1.0 incorporates a mechanistic model of inhalation exposure and a statistical facility to
update the estimates with the user’s own data. This combination of model estimates and data
produces more refined estimates of exposure and reduced uncertainty.

The ART project has been conducted in close collaboration with a range of stakeholders from
industry and member states. The use of ART for workers exposure assessment under REACH is
described in ECHA's updated Guidance on Information Requirements and chemical safety
assessment.

ART is currently only calibrated to assess exposure to inhalable dust, vapours, and mists.
However, for lack of suitable calibration data, ART can not (for the time being) be used for the
assessment of fumes, fibres, gases, and dust resulting from emissions during hot metallurgical
processes.

nio 2012

[Login

New user? Register here,

Forgotten your password? Type in your email
address above then click here.

Latest News

**%*ART webinar 25th Nov 2011%%%
ReachCentrum and TNO are offering a
webinar on ART ... [more]

ART training, May 2011

RaarhCantritm and TNN ara affarina 2 cariac

cion del riesgo por exposicidn a agentes quimicos 22




EN ELTRABAJO

Calibrated
mechanistic

exposure variability

studies

model

=———x

Priors for variability: | Prior for geometric Exposure &
Between-company mean measurements
Between-worker

Within-worker

T | f e £y —

Initial
exposure estimate: \
percentiles
and confidence

A4

Posterior
exposure estimate:
percentiles
and confidence J
interval :
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Fortalezas
Qencilla y bien estructurada herramienta web
Muchos OC y RMM considerados
Efecto de los determinantes basados en datos cientificos y opiniones expertas
Modelo calibrado con muchos datos reales
Permite la seleccion del percentil apropiado
Proporciona una indicacion de la incertidumbre asociada a un resultado
Puede realizar estimacion global de multiples tareas consecutivas

Combina las mediciones realizadas con los valores del modelo

la evaluacion del riesgo por exposicién a agentes quimicos 24
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EN ELTRABAJO

Limitaciones

Se necesita una ingente informacion.
Esta dirigida a expertos con elevados conocimientos en toxicologia y exposicion
No incluye la via dérmica

No sirve para estimar la exposicion a humos o gases

aluacion del riesgo por exposicidon a agentes quimicos 25
, 26 junio 2012
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DE SEGURIDAD E MIGIENE
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ART 1.0

Aclivily emission
potential

Substance emission
potential

Dilution

Local control

Segregation
Separation
Surface contamination

Duration of activity
Near field
Far ficld

Transfer with rate of 1-10 kg min~
Routine transfer
Drop height =0.5 m

Fine dust

Dry product
100% active ingredient

Indoor in room of 300 m”
Ventlation rate of 30 air changes
per hour

Without any control (Situation 1)
and low level of containment
which is not air tight (Situation 2)

No segregation
No separation

Demonstrable and effective
housekeeping practice in place

Full shift (100% of the ume)
Yes
No

1

junio 2012
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http://www.advancedreachtool.com/Default.aspx

: Cmewe () e ART 1.0

. YSEGURIDAD SOCIAL EN ELTRABAJO

Mechanistic model workflow 109 ;
for user input

Initial exposure i

estimate |

&
—e—

Concentration (mg/m”)

Upload analogous exposure
data

-

: e

Updated Bayesian ] & ?’ﬁ f’@ &
eslimate '
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