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Communication of safe use information

Formulators

Registrants

Safe use of ESs
mixtures from ESs of Safe use of

substances substances
ENES (exchange network on exposure scenarios)

ECHA, Cefic, Concawe, Eurometaux, Fecc, A.l.S.E, DUCC
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Improving communication on the safe use of chemicals
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» Action area 1: Increase common understand

stakeholders

Achieve a common understanding among stakeho
of the information in the chemical safety repo
scenario for communication.

Action area 4: Support to formulators

» Action 4.1: Harmonisation of the safety advice among co-registrants

» Action 4.2: Harmonised layout for the ES for communication

» Action 4.3: Understanding the formulators’ options when receiving
an extended SDS

> Action area 2: Information inputs for the ch
assessment

w Action 4.4: Converting substance exposure scenarios into advice on
the safe use of a mixture

Identify the information that registrants need frol
so that the uses can be assessed, and helpful
communicated down the supply chain.

» Action area 3: IT tools and standardisation

Develop IT tools to support the efficient generation
of consistent information on safe use.

» Action area 4: Support to formulators

Harmaonise the exposure scenario and develop wa
consolidate the information from single substance
the conditions of safe use for their products
effectively.

» Action area 5: Support to end-users

Identify the needs of the various industrial and pi
of chemicals relating to safety advice, and promot

This action seeks an agreement on the high level principles for linking the
exposure scenario information on substances to the safe use advice for
mixtures.

Status: Completed

Agreed general principles were incorporated into the 2013 version of the ECHA
Guidance for Downstream Users. The two main approaches identified, referred
to as top-down and bottom-up approaches, have been further developed since
then.

Top-down approaches

A& methodology has been developad to identify the components that determine
the risk management measure, termed lead component identification (LCID].
The Practical Guide was published by Cefic/VCI in April 2016,

» REACH Practical Guide on Safe Use Information for Mixtures under
REACH. The Lead Component Identification (LCIDY)
Methodology (Cefic)

Bottom-up approaches

& safe use of mixtures information (SUMI) template has been developed which
presents safe use advice information for mixtures in an easy to read format.
Guidelines on the methodology were published by DUCC in December 2015, A
library of SUMIs, containing sector-specific advice for common uses, is expected
to be finalised in 2015. This work is closely connected to sector-specific worker
exposure descriptions (SWEDs, see action 2.3.4).

SUMIs/SWED= aim to define the existing conditions of use for mixtures as the
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Bottom-up:
SUMI (safe use of mixtures information)
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Validation of incoming ES to
determine relevant SUMI!

Use Map
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Use Map

SWEDs:

PROC,
OC/RMM

v AISE.
soaps, Detergents and Maintenance products
Mixture: detergent sector acronym ALSE
Sector name Soaps, Detergents and Maintenance products
SeCtO r' A- I -S' E' Keywords Substances involved:

Solvents, Surfactants, Waxes, Bases/Acids,
Builders, Additives, Fragrances, Bleaching
agents, Brighteners, Cleaning agents,
> ALS.E. . Propellants, non-maotive (blowing agents), ...
Soaps, Detergents and Maintenance prc

Covered uses:
Industrial, professional, consumer end-uses

Use map elements Available:
= Use map,
> Cosmetics Europe SWEDS,

Cosmetics and personal care products SPERCs,
SCEDs

Forthcominag:
In the coming months: review of existing
2 EFCC SPERCs and SCEDs.

Construction Chemicals

Last updates 10/11/2016, Initial publication

General remarks

> FEICA

Adhesive and sealant industry v Files
Use map usemaps_v1 [XLSX]
SWEDs swed_vl [XLSX]

> I&P Europe
Imaging and printing products SPERCs sperc2abc_factsheet_oct_2012 [DOC]
sperc2g-l_factsheet_oct_2012 [DOC]
spercd_factsheet_oct_2012 [DOC]
spercS_factsheet_oct_2012 [DOC]
spercdala-c_factsheet_oct_2012 [DOC]
spercs_overview_table_oct_2012 [XLSX]

SCEDs sceds_factsheets_may2015_v1 [PDF]
sceds_supportingdocument_may2015_v1 [PDF
1




End-use: industrial = tab: AISE INDUSTRIAL USES

Use maps template - Last updated: April 2016

Sector Name: A.lS.E. Date: October 2016

) Reference to
. Life Sectors ) . .
Link to entry ) ESCom standard Further Product Article ) This use leads subsequent service
| . Life Cycle | Cycl o of use . ) ES short title for .
Use code in previous Sta sta Use name phrase code(s) description (su) categories | categories icati to subsequent life use and relevant
use maps Ee oodg for use name of use (PC) {AC) communication service life (Y/N) substances (if Y in
e
previous column)
AISE_IS_002_v1 Use at 15 ndustrial uses; SU17 PC14 Use at industrial sites; no
industrial Metal surface Metal surface treatment
sites treatment products products (PC14); General
manufacturing, e.g.
machinery, equipment,
vehicles, other transport
equipment (SU17)

‘ Use name‘




Use maps template - Last updated: April 2016
Sector Name: AlS.E. Date: October 2016
3 Reference to
. Life Sectors : . )
Link to entry ) ESCom standard Further Product Article 3 This use leads subsequent service
| . Life Cycle | Cycle o of use _ ) ES short title for _
Use code in previous Stage Sta Use name phrase code(s) description (sU) categories | categories communication to subsequent life use and relevant
use maps e oodge for use name of use {PC) {AC) service life (Y/N) substances (if Y in
previous col )
AISE_IS_002_v1 Use at 1S es; SuU17 PC14 Use at industrial sites; no
industrial Metal surface treatment
sites products (PC14); General

Use name

activity (CA, CA
type name
Workers ransfer and dilution of concentrated produ

ium RMM

Y using -

ESCom standard
phrase code(s)
for CA name

CA descriptor

manufacturing, e.g.
machinery, equipment,
vehicles, other transport

Generic position by technical
Exposure assessment input code for this| functions; maximum concentration
CA per technical function; tonnage

information; other

PRQOC8bD - Transfer of substance or mixture (charging ||[AISE_SWED_IS 8b_1
and discharging) at dedicated facilities

dedicated dosing system;

—| Contributing Activity

[THaUStrTal USes, TTeaunencor arucies by aippmgor | I1133165901 |

nissing:

name

0OC10 - Roller application or brushing

AISE_SWED_IS_10_1

0C21 - Low energy manipulation and handling of
bstances bound in/on materials or articles

OC13 - Treatment of articles by dipping and pouring |AISE_SWED. ; P

. EDﬁISﬁ%

Long term; high RMM

11133170578;

pouring; medium RMM 11133170157;
missing
Workers Industrial spraying; Automated task; Open systems; 11133170150; |PROC7 - Industrial
.
o e it LY SWEDs (sector-specific
Workers Industrial spraying; Automated task; Open system; 11133170150;

PROCT - Industrial1

Environment

Use at industrial site leading to inclusion into/ento
article

11133170200;

ERCS - Use atindus
into/onto article

Environment

Use at industrial site leading to inclusion into/onto
article

11133170200;

ERCS - Use at industrial site leading to inclusion

into/onto article

worker exposure descriptions)

AISE SPERC 5.1b.v2




SWEDs - A.lL.S.E.

Contributing

ESCom standard

Generic composition by technical

activity (CA) CA ) Exposure assessment input code for this| functions; maximum concentration
phrase code(s) CA descriptor ) )
type name CA per technical function; tonnage
for CA name ) _
information; other
Workers Transfer and dilution of concentrated product by using - PROCS8D - Transfer of substance or mixture (charging [{AISE_SWED_IS_8b_1

dedicated dosing system; medium RMM

and discharging) at dedicated facilities

AISE_SWED_IS_10_1

Workers Brushing; Automated task; medium RMM missing; PROC10 - Roller application or brushing
11133170578;

Workers Low energy manipulation and handling of substances

bound infon materials or articles A'I'S'E' SWEDS
Workers Industrial uses; Treatment of articles by dipping or Version October 2016

pouring; medium RMM
Workers Industrial spraying; Automated task; Open systems;

Long term; with LEV

- - SWED identifiers

Workers Industrial spraying; Automated task; Open system;

Long term; high RMM

Environment

Use at industrial site leading to inclusion into/onto

Transfer and dilution of
concentrated product by using

I =

Brushing; Automated task; ‘

article

Environment

Use at industrial site leading to inclusion into/onto
article

11 SWED title*

B SWEDs (sector-specific

1.3 Short description of - -

5 e L \WOFKer exposure descriptions)

Short description of the

1.4.1 applicability domain {in terms of
substance properties)
Short description of factors

1.4.2 during use that may influence

selection of modell\ng tool

Conditions of use

©2016 Sphera

ution of
Tea T = v oduct by using Bmshing; Automated task;
St name* dedicated dosing system; medium RMM
medium RMM
1.6a.2 |Corresponding'?ROC* |PrROCSE PROC10
1.7 ision _date lio/1/2016 10/1/2016
2 Conditions of use for
workers (input to CSA
he risk assessor using this The risk assessor using this
SWED should indicate the SWED should indicate the
Percentage (w/w) of maximum concentration for the maximum concentration for the
2.1 relevant substance that can be relevant substance that can be

substance in mixture*

used safely considering the
conditions of use indicated in
this SWED.

used safely considering the
conditions of use indicated in
this SWED.




Validation

2.2.9. Control of worker exposure: Roller, spreader, flow application;
Printing (PROC 10)

Product (Article) characteristics

Covers concentrations up to 2.0 %
Am2-2-4. Control of worker exposure: Raw material receipt and transfer

e 2. ES 2: Use at industrial sites; C(c..(PROC 8b)
Thinners’ paint removers (PC 9323 Product (Article) characteristics OCS & RM MS

Loc./Covers concentrations up to 2.0 %

2.1 TTiﬂ e secti Oll‘ Prov|Amount used (or contained in articles), frequency and duration of use/exposure

Sup: |Covers use up to 1.0 vday
ES name: General Industrial wise of coatings and inks oper
Product category: Coatings and Paints, Thinners, paint removert

Technical and organisational conditions and measures

Oth | provide a basic standard of general ventilation (1 to 3 air changes per hour).

Indc Supervision in place to check that the risk management measures in place are being used correctly and
Assy|operation conditions followed.: Ensure control measures are regularly inspected and maintained.

Environment

1: Industrial application of coatings and inks involving water -

2: Industrial application of coatings and inks involving water - . .
Add|Other conditions affecting workers exposure
3: Industrial application of coatings and inks. Water free —

Wes|Indoor use
Worker =

w material receipt and transfer

Use |Assumes process temperature up to 40.0 °C

xing operations: Open systems PROC 5
6: Batch loading of equipment (manual, non dedicared) PROC 8a
7: Spraying PROC 7
B: Printing closed automated machinery PROC 10|

9: Roller, spreader. flow application: Printing PROC 10 A” the Cond|t|0ns Of use (OCS, RMMS) Iﬂ a
10: Dipping. immersion and pouring PROC 13 SWED (e g PROC 8b PROC 10) are

11: Film formation - force drying. stoving and other technologies: Elevated PROC 2

temperature covered by the ESs of all the substances
12: Equipment cleaning and maintenance: Manual PROC 28 Contrl butl ng tO the m IXtU re CIaSS|f|Cat|On

©2016 Sphera Osphera 17



Validation:do
the substance
ESs fit the SWED
conditions?

SWED notincluded
by supplier?




RMMs

SUMI: Safe Use of Mixtures Information
for end-users

AISE_SUMI_13.1.b.v1: Professional use of drain
unblockers

Use of drain unblocking products by professional end-users

This information s linked to AISE_SWED_13.1.b.v]

Sector ofuse (SU): 22 Professional
Process Category (PROC) 13 Dipping & pouring
10 minutes per day.

Process conditions

Process is carried out at room temperature.
[In case of dilution tap water at a maximum
temperature of 45 degrees Celcius is used.
No LEV needed; good general ventilation at
workplace is sufficient

Conditions and measures

Training of the worker in relation to proper
juse and maintenance of the PPE must be
ensured.

Prevent that the undiluted product reaches
surface waters.

Note: This example is a draft and
subject to change.

Environmental measures

z

Do not mix with other products

Spillage mstructions [Dilute with water andmopup.

Additional good practice advice ollow the product instruct pecified onthe
hﬁmmﬂnmmctmfommnﬂnﬂmdm

i sspecifiedin
7 ol’du SDS ofthe mdpmduct

In Section 2 of the SDS of products and onthe label the classification of the undiluted

product is provided.

The classfication of a productis based onthe classified ingredients in the products. All

|mgredients contnbuting to the classificationof the mixture are mentioned n Section 3 of the
SDS.

Relevant hmit vahies o f the ngredients on which the exposure assessmert is based, are
statedin Section § ofthe SDS

This product may i ingredients, thatmay cause anallegric reactionin
|certainpeople Section 15 of the SDS states ﬂmumye&uia,dm applicableto the
product.

Disclaimer: Thit & a generic document for communicaring conditions of safe use of a product If a GEIS
code & mentioned n Section | of the SDS of a product, the formulator of that product declares that all
subsignees in the midure are presemt @ such concentration, that the wse of the produict within the
conditions of the GEIS CSP documents i safe, according 1o the GEIS Formulmor Guidamee. When
avaliable, safe we it euwed by evaluating the results of the chamical safety assessment as
performed by the raw mufsnppﬁrs When no chemical sqfety assessmens has been carried out By the
rupplier for an that contributes i the clozHication of the mixture, the formulator hz
parformed a sqfeyy assessmant homzeif

Following Occupational Heaith leghlation, the emplayer of workers that use product: that are assessed
& safe following GEIS conditions remains responsibla for commm, Mlﬁlmﬁ
emplovess. When developing workplace instructions for employess, Generic Information Sheet
zhould abweys be considered n combmation with the SDS and the label of the product The GEIS
Guidance for End Uzers provides more fformation.

The AISE & under mo conditions lable for avy domage, no matter of what kind which & the divect or
indirect consequence of acts and or decizions (parth) based on the contents of this document

Varsion: 2.0, May 2015

DUCC: ENES 8, 20 May 2015



Top-down:
LCID (lead component identification)
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layer

Com ponents Hazards Mixture




Ozone layer

I ‘ Not addressed:
o ® * Physical hazards
» Aspiration hazards

Com ponents Hazards
Relevant -
Priority substances Lead components Local effects
* Contributing to * Health: carcinogen, * Health: systemic * Health: irritation,
mixture mutagen effects (DNELS) corrosion/damage,
classification * Environment: PBT, * Environment: sensitization, drying
* Health: OELs vPVB environmental and cracking of the
hazards (PNECs), skin

ozone layer




. Ozone layer ) (

N 4
Components Hazards

OC/ RMM
CA / PROC

OC/ RMM
CA / PROC
Component

CA / PROC




‘ Safe use
o ® ‘ ) (“) ( information

Com ponents Hazards Mixture

Mixture

* Worst-case assumption... but coverage checks of OC, RMM for PS, LC, LE
e All components and/or exposure pathways
 Components with specific properties not reflected by classification
* End-uses of mixture




il © DNELSs take into account the

limits-of-hazards
ST eE v U A assessment factors used to

DNEERENER e  derive them

Grouping of additive

hazards * Gives endpoints more weight

Consideration of
local effects and
ozone layer




Component with highest LCI = LC

LCl, = Conc in mixture

DNEL
Not addressed:
I—Clinhalation = Ci X Cfug . Compopept intera(_:tic_)ns -
DNEL (synergistic/potentiating/antagonistic

effects)

Additive effects
Acute toxicity (oral, dermal and inhalation) - Categories 1, 2, 3 and 4
STOT SE 3 (dermal and inhalation) - Narcotic effects

n
=Y LCI, Co....=p) GCixDNEL ¢
| weighted E DNEL,

LCI

group




Ozone layer

LCIl = Conc in mixture

Environmental hazards

Conc in mixture

LCIl =
(lowest PNEC) x 3
Conc in mixture
LCIl =
lowest PNEC

for readily biodegradable component

for not readily biodegradable component



LCID calculation

“Calculation according to LCID is possible as long as at least one of the

above mentioned values is available for all relevant components”

DNEL, NO(A)EL, NO(A)EC, LD50, LC50, (derived) ATE

©2016 Sphera
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ATe there reference values available for each of th
elevant components which drive a hazard classification
for the mixture?

Yes
v

For each exposure route:
* |dentify LCs
* LCls: Long-term systemic DNELs

H12
Are DNELs available for all relevant
components?

Goto
backup

v

H15
Compile OCs and RMMs for each exposure route based
on the Lead Component(s) (LCs) per relevant
Contributing Activity

T Yes

For each exposure route:
* ldentify LC “candidates”
* LCCls:

approach
workflow

No
H3
Safe use information must be derived on a case-by-case
basis

\ 4

*  NO(A)EL or NO(A)EC values
* LD50 or LC50 or (derived) ATE values
* Isthere any DNEL available for the
component with highest LCCI?

No




DNEL

* Any DNELs for all
relevant components

* Long-term systemic
DNELs for Lead
component indicator
(LCI)

NO(A)EL/NO(A)EC

* All relevant
components, all
routes of exposure

* Same species,
duration, type,
frequency

LD50/LC50

¢ All relevant
components, all
routes of exposure

Derived ATE

¢ All relevant
components, all
routes of exposure



Aqguatic
environment
PNEC e Acute/chronic
« Any PNECs for all ?attegfry and M-
relevant acto
Components, any
Compartment

e Convert to mg/L




“The primary source of information should be the supplier’s (e)SDS”

O Q Supplier

CSR

ECHA website
of REACH-

~gseed | SUOPlIEr
(e)SDS

Other
publicly or
privately
available
resources




ECHA > Information on Chemicals > Registered substances u E ‘ﬂl

Registered substances

The data comes from registration dossiers submittaed to ECHA by the date indicated as last update. The Total

Tonnage Band is compiled from all the dogeinre with fun cvcantianc: ams bannnane caimad confidontinl and - Thootte o 2o £ e ki e e

any quantity used as an intermediate to p IUCLID > Support > Get IUCLID data > REACH study results G| ||
does not necessarily reflect the registered

Please note that some of the information (Get |[UCLID data REACH Study results

such information may therefore require th

Legal Notice for further information. m [UCLIY inventories
p nce substances REACH SfUd}" results is a collection of non-confidential substance data that was submitted to ECHA under the

1 study results REACH regulation. ECHA believes that making this data downloadable will be yet another step forward towards
R — = the ooole of DEACH - both in terms of improving the safe vse of chemicals, for example through improved safety
yods. The REACH Regulation stipulates that data is

Please note that information on chemical |
substances is directly accessible via eCher

e development and use of alternative n

1 S u bsta n Ce at a ‘, available, free of charge”.
time D et o s s ey
’ 15000 Su bSta nces he results ofstudigs are !r’
dossier in a single database, R e 1 2 sngl 1UGLIO

yon in bulk, using the

IUCLID 6 F resu ItS Piere @) (1 MB).

The data n vaitions, the provision of contact details,

and the purposc v wiliuil IS uala will US Ustu. DoIUIs usl %, You are advised to read carefully the terms

E‘.Z.{..‘.—."_E?_'E_['HE‘_PEE and conditions because it states, among other things, the v yanich the data may be used. For example, the
data may not be used for registration under the REACH Re@ation. Moreover, it should be recalled that the data

derives from REACH registration dossiers, and as such there are no guarantees/warranties pertaining to its quality
> Ad"-‘t-.“mt’m data and fitness for purpose.

Last updated 25 August 2017, Database o

v Substance identity

REACH study results can be downloaded in the following forms:
> Substance data
1. An Oracle database archive. This requires an installation of proprietry database software provided by Oracle.

» Uses and exposure @ REACH study resuits for an Oracle database (829 MB)

2. Inside a default installation of IUCLID & Desktop, which does not require the purchase of any
additional software.

&y REACH study resuits in IUCLID 6 Desktop (3.4 GB)




Home » GESTIS » GESTIS DNEL list

GESTIS DNEL List

Hazardous substance information system of the
German Social Accident Insurance

- i & GESTIS DNEL List (XLSX, 595 kB)

_l 4800 substances,

Zoom mege @ industry-specific

Contents

For the registration of each substance underthe European chemicals regulation
REACH, manufacturers ar Empm’tefs have to guote assessment benchmarks on
which the protective measures are based. Among these assessment yardsticks are
Derived Mo-Effect Levels (DMNELs). The REACH regulation defines them as exposure
levels beneath which a substance does not harm human health.

The GESTIS DNEL list of the German Social Accident insurance (DGUY) s based ona
compilation cenducted by the social accident insurance institution for the
construction industry which makes available workplace-related DNELs that have
been established by manufacturers and impurters on their own responsibility and
are published in this form by the European Chemicals Agency (ECHA).




General comments: summary g @vq

t ! Practical
stopperss challenges
+ Both guidance and tool are comprehensive and easy
to use /

Pragmatic
solutions

Expert judgment is still necessary

+ Need for further IT support of the calculation tool or
the separate development of software solutions

+ Training workshops would be appreciated




Software
solution?




A.LS.E. International Association for Soaps, Detergents and Maintenance LCID Lead Component Identification (methodology)
Products
LC50, LD50 Lethal Concentration, Dose 50
ATE Acute Toxicity Estimate
LE Local Effect
CA Contributing Activity
NO(A)EC, NO(A)EL No Observed (Adverse) Effect Concentration, Level
Cefic The European Chemical Industry Council
oC Operational Condition
CEPE European Council of the Paint, Printing Ink and Artists’ Colors Industry
OEL Occupational Exposure Limit
Chesar Chemical safety assessment and reporting tool
PBT Persistent, Bioaccumulative and Toxic substance
CSA Chemical Safety Assessment
; PNEC Predicted No-Effect Concentration
CSR Chemical Safety Report
) PROC Process Category
DNEL Derived No-Effect Level
DU Downstream User PS Priority Substance
. . REACH Registration, Evaluation, Authorization and Restriction of
DUCC Downstream Users of Chemicals Co-ordination group Chemicals Regulation (EC) No 1907/2006
ECHA European Chemicals Agency RMM Risk Management Measure
ERES S NCRTRReEH B SEEES SCED Specific Consumer Exposure Determinant
ES Exposure Scenario
> SDS Safety Data Sheet
ESCom Exposure Scenario Communication o ;
SpERC Specific Environmental Release Category
eSDS extended Safety Data Sheet
SUMI Safe Use of Mixtures Information
IUCLID International Uniform Chemical Information Database
SWED Sector-specific Workers Exposure Description
LC Lead Component
VCI Verband der Chemischen Industrie e.V. (the German chemical
LCI Lead Component Indicator industry association)
LCCI Lead Component Candidate Indicator vPvB very Persistent and very Bioaccumulative substance
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