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Carry out Chemical Safety Assessment (CSA
Generate ES for communication

Gerald Bachler

ECHA and Member States

Use information for:

~Screening

- SVHC identification

-Further Regulatory Risk Management
- Dissemination

SCED ESrestructured
Action 25 S

P short titles eGuide
Action 4.2
Sector use maps oneSDS
Actions 2.1, 2.7 SpERC ESCom
F:ﬁ;ﬂ‘;}’ 4 o 2 Action33] Eacilitating the harmonisation
SWED ;[ Z %1 Z and communication of conditions
Worker exposure ) s of use in exposure scenarios
assessment
inputs.
Action 2.3

Practical Guides
and
Case Studies
Actions 4.3.4.5|

Relevant and processable
information on conditions D
of use ownstream users

Formulators

Exposure
scenario
examples
Actions 1.2.4.2

Mixtures:
LCID method
Mixtures: | Action 4.4A
SUMI
Action 448
End users



25/11/2019

How do develop a Chemical Safety Assessment (CSA)

Step 1: Determine all hazards that require an exposure and/or risk assessment
Step 2: Create the Life Cycle and determine the respective Use Descriptors

Step 3: Carry out the exposure and/or risk assessment for all identified hazards

Apply ENES tools and other recourses to determine the exposure and/or risk of all identified
hazards and for all Life Cycle stages.

Available ENES tools for Registrants include:

- Chesar: Database which can be used to organise CSA, to communicate CSA to ECHA and to share safe
use information with Downstream Users

- Use Maps: Contain SpERCs, SWEDs and SCEDs that define the typical Conditions of Use (CoU) for the

environment, workers and consumers, respectively
- ESCom phrase library: Standardised set of phrases that can be used to communicate safe use (the
intention is also that in the future this library is available in all official EU languages)
- ESComXML: Enables the electronic communication of Exposure Scenarios that contain safe use

information

Part D — Framework for exposure
assessment
Part E — Risk Characterisation

Environment

R.16 — Environmental exposure
assessment

Workers

R.14 — Occupational exposure
assessment

Step 1: Determine all hazards that require an exposure and/or risk assessment

Consumers

R.15 — Consumer exposure
assessment

Phys-chem hazards

Flammability, Explosivity,
Oxidising potential

Flammability, Explosivity,
Oxidising potential

Qualitative hazards

Remote marine areas, Ozone
depleting, Absence of short-term
toxicity for low water solubility
and/or high hydrophobicity
substances,...

Aspiration, Skin/Respiratory

Sensitizer, Eye/Skin/Lung Irritants,

Eye damaging, Skin corrosion,
Drowsiness/Dizziness, Skin
Sensitizer...

Aspiration, Skin/Respiratory
Sensitizer, Eye/Skin/Lung Irritants,
Eye damaging, Skin corrosion,
Drowsiness/Dizziness, Skin
Sensitizer...

Semi-quantitative hazards

PBT, vPVB

CM, Respiratory Sensitizer

(CM), Respiratory Sensitizer

Quantitative hazards

Acute toxicity, Chronic toxicity

Reprotoxicity, Specific organ tox,
Acute toxicity,...

(Reprotoxicity), Specific organ tox,
Acute toxicity,...

Some endpoints may fall into different hazard categories, depending on the available tox information. E.g. threshold carcinogens, acute toxicity, lung irritation
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Step 2: Create the Life Cycle and determine the respective Use Descriptors

Recycling /
Recovery

S e o) e e e ) e e s e S R R

v

*){ Manufacture

Formulation or
re-packing

:

Manufacture

Formulation or re-
packing

Use at industrial sites

Widespread use by
professional workers

Consumer use
Use at industrial Widcsorend "’7 b 3
s professional Consumer use
workers* P
Service life
(worker at industrial
§ site)
'
' -
-’ Service life
v (professional worker)
Service life** Service life
(consumers)
Waste * End uses

** includes processing of articles at industrial sites

Tonnage ERC 1 PROC 0-28
Tonnage  rechnical ERC 2-3 PROC0-28  PCO-42
function
Tonnage €M g054  grcav PROC 0-28 PC0-42
function
Technical
Tonnage ! SU0-24  ERC89 PROCO-28  PCO-42
function
T CAE ERC8-9 PC0-42
function
Tonnage Tfecr'“.'ca' ERC 12 PROC 0/21-25 AC0-13
unction
Tomrege o ERC10-11  PROC0/21-25 AC0-13
function
Tonnage Techmical ERC 10-11 ACO-13
function

Figure taken from: ECHA (2015) Guidance R.12 — Use description

Step 3: Carry out the exposure and/or risk assessment for all identified hazards

Sector Use Maps
(ESIG) GES Use Map

Registrant’s
IUCLID database

Substance
properties

| DU Sector

Use description
+

SPERCs, SCEDS,
SWEDs

v

Built-in exposure tools
ECETOC TRA; EUSES

t

Chesar

ES for
eSDS

%DUS‘

External exposure tools
Measured data

ESCom phrase library

ESComXML

Figure taken from: ECHA (2017) Chesar 3 User manual
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Chesar

= ol B S

S Box 1: import phys-chem and hazard data from IUCLID

Substance management @

& Import Ghesar substance fle ] & Import 1UCLID substance dataset via web service. I

Search Got asvanced search

Qsesch | S
Total 1 Frovous -

“ Chemical name Reference substance

ECHA subsiance. ECHA Substance

Where to find Use Chesar: chesar.echa.europa.eu

[IRTE ECHA GSR Examgle 1LIC5-18ek020080.4212-4bOB-B3A7. Baldi35e5a8e

CASnumber  Legal entity IueLID LD

2Rz

How to import Use Maps into Chesar: youtube.com/watch?v=L15qtgpXUDA

Use Maps

INFORMATION

FOR
REGISTRANTS

Environment

Percentage (wiw) of substanc

Physical form of the used product -

W82 Amount used (o contained i arkd
Durstion of sesivity <= nidoy %

3 T

Cccupsmonal Hesh and Saety Managemeet system |

[rrme——

Local exhaust vensistion | et CTolE

Respirstory rotecton |

Dermal pectacon | °2 | -ETCE

Use o y¢ protects

V5. Ofhar condilions

Place ofuse| "

Operating temperatuse <= S IS

Where to find Use Maps: echa.europa.eu/csr-es-roadmap/use-maps/use-maps-library

How to import Use Maps into Chesar: youtube.com/watch?v=ePRzoYC7fxc



10

ESCom phrase library

Library of standard phrases to communicate ES
along the supply chain:

ES and CS title

Use Map Codes

Use descriptors

Operational conditions (OCs)

Risk management measures (RMMs)

Current version (4.1) contains 1744 active phrases

Aim is to make the phrases available in all official EU languages

How to submit phrases to ESCom: draft.euphrac.eu

o

chesar

AE i Bls @

Selecled substance:ECHA substance Selecled CSA default

LI & Generate ESCom XML
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Vashing, cieaning and disinfecting products

+ Manufacture of the substance

ERC 1: Manufacturs of the substance
PROC 1: General exposures: Closed systems
PROC 4: General exposures; Open syslems + products

PROC 8b: Bulk transfers: Dedicated facility

RO —

Do not include ES subheadings

¥ Add section 3,

and risk

Select language

¥l Use siternative template with common conditions of use per ES for workers

fefal surface ireatment products
s; Professional uses; Washing. cleaning and d

s Professional uses; Palishes and wax biends

when generating ES fc

Bulgarian (BG)
Czech (CS)
Danish (DA)
German (DE)
Greek (EL)
Spanish (ES)
Estonian (ET)

Where to find the ESCom library: cefic.org/guidance/reach-implementation/escom-guidance

ESComXML

c a4

W Manuf. (500 1 s Manufacture of fhe substance
# ERC 1: Manufacture of the substance
4 PROC 1: General exposures; Closed systems
# PROC 4: General exposures; Open systems
# PROC bt BUIK transfers; Dedicated faciity
# PROC a: Equipment cleaning and mainienance
# PROC 9: Drumbatch transfers

SE - Use map

Formulation into midure. Washing, cleaning, m
Site (4001 & Indusirial uses; Washing, cleaning and disinfeciing

indusiral uses; Metal surface treatmen products

Non ESCom phrases are not communicated by ESComXML

PROC 0b: Transfer and diuion of concentraled product by
PROC 10; Brushing: Automated task: medum RMM
PROC 13; In0ustnal uses: Treatment of artles by dpping
PROC 131 Indusiial uses, Treamenl of arfces by dipping
PROC 7: Indusiratspraying; Automated ask. Open sysiem
PROG 7 Indusiral spraying: Automala task. Opon sysiom

Prof. (460 { : Professional uses, Washing, cleaning and disinfec

Prot. (160

Professional uses: Polishes and wax blends

Cansum (101

Consumer uses; Al car products
ERC 0 Wide dispersive use, Air care products: Non-Prop.
ERC B Wide dispersive use, Air care products. Propelants
PC 3: Gonsumer uses; Al care products. non-aerosal
PC 3; Consuer Uses; AF ¢are Broduets 56103l

Consum (10t : Consumer uses; washing and cleaning products

7. ES 7: Consumer use; Air care products
7.1. Title section

ES name: Consumer uses; Air care products
Produst category: Air care products (BC 3)

|Environment SPERC
- ERC 82  wiiSfibumibmie
ERC 82  whiSliebaromien
|Consumer SCED
|3: Eonsnmemsenmtimsamepravinessnetenos st PC3  HEESE5B=DER
——
4: Cormmremarrtmrarep AT T PC3  SE-SEEBmRGdh
——
7.2. Conditions of use affecting exposure
7.2.1. Control of exposure: i "
produsisy-Now-Prepeilants (ERC 8a)
Other conditions affecting environmental exposure
[Municipal sewage treatment plant is assumed.
Spraying of involatile solids, which finally are disposed off via wastewater.
[Iadoor or outdoor use
7.2.2. Control of exposure: ESp 7

products;Propeliants(ERC 8a)

[Other conditions affecting environm ental exposure

[Municipal sewage treatment plant is assumed.

[Tadoor or outdoor use

7.2.3. Control of €

®C3)

TSes; Hiroare prodcts;

[Product (article) characteristics

[Covers concentrations up to 10 %

[Osal exposure is considered to be not relevant

[No spraying

[Amount used (or contained in articles), frequency and duration of use/exposure

[For each use event, covers use amounts up to 2.5 glevent

[Exposure dusation = § ievent

[Covers use up to 1 events per day

[Other conditions affecting consumers exposure

7.2.4. Control of 41

werovot (PC 3)

Where to information on ESCom XML: cefic.org/guidance/reach-implementation/escom-guidance



Applicability of the ENES tools

Chesar
v In general, applicable for all substances

Sector Use Maps
v Applicable for “simple” substances that can be assessed with the ECETOC TRA
% Currently Sector Use Maps do not address the Service Life
% Currently typically not capable to address:
- Qualitative hazards (except eye irritation/damage)
- Semi-quantitative hazards (CMR, PBT/vPVB, respiratory sensitizer)

- Substance that require higher tier models (except the EFCC Use Map) and/or measured data
- UVCBs

- Low volatile substances (VP <500 Pa) with the potential for aerosol generation
- Solids in liquids
- Currently limitations for carrying out combined (aggregated) exposures

ESCom phrase library/ESComXML
v"In principle, applicable for all substances
% Currently Sector Use Maps do not consistently utilise the ESCom package
% Limitations may apply to sector specific phrases (which also prevent the utilisation of ESComXML)
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Thank you very much for your attention
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