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Key requirements new eSDS (1)

= Section 1:; Identification
of substance/mixture

1.1. Registration no for registered substances

1.2. List of identified uses/uses advised against
(reference to ESs in section 16)

= Section 2: Hazard
identification

substance classification:

= till May 2015: according to 67/548/EEC (DSD) +
EC/1272/2008 (CLP)

= after May 2015: according to EC/1272/2008

mivtiire claceificatinn:
TTHIZALUTL UV VIAVOJITTVUALIVIL T,

= till May 2015: according to 1999/45//EC (DPD) or
+1999/45//EC (DPD) + EC/1272/2008

= after May 2015: according to EC/1272/2008

= Section 3: Composition
information

PBT/VPVB substances and registration no.




Key requirements new eSDS (2)
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= Section 7: Handling and
storage

7.1 consistent with info in ES

= Section 8: Exposure
controls/personal protection

8.1 DN(M)ELs, PNECs

8.2 engineering controls + organisational measures +
personal protection (consistent with info In ES; e.qg.
more specific details in main body of SDS)

= Section 13: Disposal
considerations

= Section 15: Regulatory
Information

consistent with info in ES

information on authorized/restricted substances

= Section 16: Other
information

e.g. list of ESs




Exposure Scenario format (general)

Section 1

— T

Ezposure Scenario: |

Tikle

Life =y zlereaqe

Zeckor of Ure

industry proposed (GES format)

Frocerr Cakeqory

Froduzk Gakeqory

slight modifications by Dow

Artizle Gakeqory

Ve

Enuironmeneal Belears Caseqary

(RMMS in hierarchal order:

Frocerrer, karkr, a<kivikticr couers 4

Section 2 Operational conditions and risk management measures
Product characteristics

FhyricalForm of produzt

e technical: prevention

Yapour presrure

 technical: dispersion

Douartinerr

Con<enkrakionin apreparation

e organisational

Tywpeof pazkaging

Section 2.1

s personal protection

%

Control of exposure

DOperational conditions

—

Amounkr ured

of urc

Froquency and duration

standard text; reference

Human Fa<korr nok infl dbvrirk

/

Okher Qperational GConditionr affeztinquorkerfzorrumer sxparure

to other company

Risk Management Measures

information source

standard text (?TBD);

Cantrikuting Sconari imr e f o dar dpdr arir s Jirte ol o cordlin g to fhas Aolione g :mfr.w'.llwvw W
Farcdhnde of e aruear Lo frs it Sinpeeeion, 5 Crg onde ofins ol arvrar, b e, /\

Section 2.2 Control of environmental exposure

ETC.ETC.ETLC.

Section 3 Ezposure Estimation

2.1. Health /

Whenther dedrirk kmearurer and operational fanditionr are gbreree d, exparurer enpeckedtoenseed the predizted DMELr and the rerulkingrirk zh

reference to estimation

ratiar are expested ko be lerr than 1. For more inFormation, refer to [

b link, CIG, ],

3.2. Environment

tools (?)

Whenther dedrirk tmearurer and operational gonditionr are gbrereed, cxparurer are notexpecked to excecd the predicted FHEGr and the rerulting rick char

rakiar are expected kobe lorr than 1. For more inFormation, refer to [ueblink, GG, 7], ——
Section 4 Guidance to check compliance with the Ezposure Scenario (
4.1. Health

section 5 information not

Textrtill tw ke datorminsd

4 2. Environment

mandatory (not based on

Taxtotill tm ke datorminsd

CSR); good practice

—\adwce

Section 5 Additional good practice advice begond the BESS=—

Assessment
Themearurer reparkedinthirreztionhave nokbecontakeninko azzougtin the ¢ xparure erkimaker related ko the sxporurerzenarioaboue. They are nokrubjezkenokbligation laid doun in & h N
[d)af REACH.

Control of Worker Exposure

Control of environmental exposure




Exposure Scenario format (worker part)

Section 1 Exzposure Scenario: for workers
Tikle Indusztrial use in coatings

Life cypcle skage End uze

Fector of Use EUE, BUE, 203

Praceszz Category

FROCA, PROCZ, PROCS, PROCY, PROCT, ROCS., PROCSL, PROCI,
FROCAS, PROCAS

[

2 sub versions:
e worker

Praduct Category

ni'a

Article Category

ni'a

o worker (article)

Environmental Releaze Categaory

ERC44, ERC4bL

Processes, kasks, activikies covered

Cowvers the use in coatings [painks, inks, adhesives, cke] including exposures
during use [including materials receipt, storage, preparation and transfer from
bulk and semi-bulk, application by zpray, reller, spreader, dip, flow, Fluidized bed
on production lines and film farmation] and equipment cleaning, maintenance and
azzaciated labaratary activities.

Section 2

Operational conditions and risk management measures

Product characteristics

L

Physical form of product Liquid

Wapour pressure 1000 Pa .
Dustinesz ni'a aCt VI tl es
Concentration in a preparation 25X

Type of packaging

conkainers

Section 2.1

Control of worker exposure

Operational conditions

Amounts used

( . . .
contributing scenarios:

that contribute to exposure;
multiple contributing
__—\scenarios possible

within application

J

ni'a

Frequency and duration of uze

covers daily -::-:pn:h;urey/

Human factars not influenced by risk management

ni'a

Other Operational Conditions affecking
worker!consumer exposure

AFEUMES asic standard of ocoupational hygicne iz implemented

Risk Management Measures

/

/

/

Contribating Scenarios

general exposures; with zampling collection

Handle substance within a closed system; Ensure material transfers a
conkainment or extract venkilakion

g

generic description of

RMMs; specific details in

main body SDS (e.qg.

" glove material (neoprene
or butylrubber)

cample collection

Enzure material trancfers are under conkainment or exkrack ventilation

J

Eulk kransfers

Enzure material transfers are under containmenk or exkbract yentilation; wear
chemically resistant gloves [kested ko ENGT4] in combination with ‘bagic
cmployes training.
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Substance versus product ES

= REACH only requires ES for substances (to be developed
and communicated by registrant. manufacturer or
Importer)

= most products used down the supply chain are mixtures

= no obligation for Downstream Users (DU) to develop ES
for mixtures

= Options for the DU (e.g. formulator):

1. integrate RMM/OCs in main body SDS
2. attach all ESs from all REACH substances to SDS mixture

3. develop integrated ES
= Option 3 is preferred option




Developing SDS for mixtures

Actors in the supply chain Products
f‘_‘ Manufacturer Subslance
l&\m. = A
Substamce
B
Substance
C J - DU Check conditions of use®
(=1
E E v
. E Classification & Labelling of mixture
:f: Farrrulator 1 ’-\J [;— Beliwture 1 EE E *’
i e i Prepare SDS for mlxtur?__ ES info
v L / IN main
. R e i //,‘ bod Yy
I"J Fomulator 2 11 E Mlixtune 2 SEE SDS SEE SDS
“_,__;" SEEEEHEHHE Infarmation
———\ | ——— Integrated ES e integrated
Y u___;] [__"“"‘”'E "'_ developed and ES.c ES. | ESyp
attached to SDS l l
. — ¥
( Fomuatari J [ Enduse 1 = DU Check conditions of his own use all ESs
[ i o2 attached
e 0 g to SDS
il Fnal dtj’*ﬁﬂ‘itl’&;zr! | :- 'a -E v
\ user / =
b = iL End use of mixture

copied from VCI guide (draft): REACH Practical Guide on Exposure Assessment and Communication in the Supply Chain




Developing integrated ESs for mixtures

How to identify hazardous substances that ‘drive’ Risk
Management Measures?

Approach: DPD+ methodology

= |dentify lead substance for each relevant exposure pathway
(inhalation, skin, oral, eyes, aquatic)

= based on DPD classification criteria + exposure potential
(vapour pressure)

Not applicable for CMRs (cat 1+2), respiratory sentitizers,
PBT- or vPvB-substances (advanced approach needed)




Principle of DPD+

Impact of a substance on the classification of a mixture is
determined as the ratio of the substance concentration (Ci) to
the concentration limit (CL) where classification is not required
anymore. This is termed the “lead substance indicator (LSI).
Note: for inhalation the role of the vapour pressure in the
exposure potential is accounted for.

The substance with the highest LSl is assumed to have the
highest impact for a given exposure or emission pathway

<>
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Algorithm of DPD+

Lead Substance Indicator (LSI):
LSI=C;/Cror LS jipaiation™ & ™ Vi Gy

C,: Substance concentration in the preparation
C;: Concentration limit triggering the classification
V.. Vapour Pressure of Substance

11



Overview of methodology

ES Substance A ES Substance B ES Substance C

mixture classified?

ldentify

SDS required?

no

A\ 4

lead substance |

no further

action

Aal/a nth

lead substance lap“gstslt;
approach feasible? _

& detaile

O S O

NnNan .
vauvll.

ES subst A,B,C
evaluation

select RMM/OCs from lead
substance for each relevant
endpoint

12



Workflow

Calculate LSI for each dangerous substances and..

For each exposure pathway:

=ingestion, inhalation, skin contact, eye contact,
emission to aquatic environment

The substance with the highest LSl is assumed to have

the highest impact for a given exposure or emission
pathway

OCs/RMMs of LSI (for relevant pathway) are selected for
mixture ES (note: concentration of compound in mixture
needs to be considered)

<>
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Example of a fictitious “adhesive” product

Example of construction chemicals

Compounds are blended in situ and are applied
Immediately (note: professional use! no DIY product)

Primarily indoor use (large scale, e.g. factory buildings,
car parks),occasionally outdoor use (e.g. bridges)

Composition:

substance name CAS Conc. Classification

Bisphenol-A, Epichlorohydnin Poly25068-38-b 60

XiN - R36/38,R43:R51/53
Ethanol [64-17-5 2

F-RI11
Isophorone diamine 2855-13-2 18

C - R21/22:R34;R43,R52/53
Xylene 1330-20-7 10

Xn - R10;R20/21R36
Benzyl alcohol 100-51-6 10

Xn - R20/22

14



DPD+ : Input

Overall Composition Vapour R-phrase default specific
pressure concentration | concentration
Component (hPa at 25°C) | inhalation | dermal eye ingestion | aguatic limit (%) Timit (%)
niedrig R38 20,00% 5,00%

%
EPA-resin 60,00%
BPA-resin 60,00% niedrig R36
EPA-resin 60,00% niedrig
BPA-resin 60,00% niedrig
Xylene 10,00%
Xylene 10,00%
Xylene 10,009
Isophorone diamine 18,00% 0,0258
Isophorone diamine 18,00% 0,0258
Isophorone diamine 18,00% 0,0258
Isophorone diamine 18,00% 0,0258

Isophorone diamine  18,00% 0,0258

Isophorone diamine  18,00% 0,0258
Benzyl alcohol 10,00%
Benzyl alcohol 10,00%
2,00%

15



DPD+ : Output
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Result DPD+ calculations

» Lead compounds of “Fictitious Adhesive" are:

* Inhalation : Xylene

* Dermal : BPA-resin

" Eyes . BPA-resin

* |ngestion : Isophorone diamine
= Aquatic : BPA-resin

= Next step: create integrated ES for worker based on
RMM/OCs for xylene (inhalation), BPA-resin (dermal
+ eyes + aquatic)

17



(RCR 0.58)

(RCR 0.98)

(RCR 0.70)

(RCR 0.64)

|(RCR 0.88)

(RCR 0.88)

Dicly Phavrantarvigatinn Datin
NISAN vilialaulcliiZatlivii nnauuv
(RCR) hastobe <1
/ % TRAFradictod Pmm\\ FiMM= For communic s -
TR&Fredizted Dilutian Frodictod | Dermalexparure Wegtell e e Consolidate into GES or e-505
RIS = i WAt Ul - | imafkald)-um [matkatd]- RCR — RCR
Contributing Scenarios (;’::]“_’“”: [mafm3]- o;‘::'i'::':;r zmnzentration| duration T::T:E :;::':;; -q-,‘:fi.," FFEFaztar _:ﬁ:i“ (inhalation dF“:HI [all REACH AD¥ISED: phrase
mdifieer | S8 0 Faztar Faztar mmdifisd ] (dermal) routes] [RMM code]
Ad hoe manual application 00 5z i 263 1271 137 0 027 0hg Frovide 2 goiod standard of general
via trigger sprays, dipping, or controlled wentilation (5 to 15 air
ete. [C527]. changes per hour] [E40].
/
Ad hoo manual application 00 3754 30 2B2.74 1301 137 0. 027 0.4s Provide a good standard of general
via trigger sprays, dipping, wentilation. Matural ventilation is from
ete. [C527]. windows and doors ete. Contralled
wentilation means air is supplied or
removed by a powered Fan. JE1].
Adhos manual application an ThAe 1] -] Tl gloves = (il il s rovide a good standard of genera
via trigger sprays, dipping, wentilation, Matural ventilation is from
ete. [C527]. windows and doors ete. Contralled
N ventilation means air is supplied or
\_ e
Ad hoo manual application r 1 642 ¥ 30 H-2R2{ 15768 1301 13.7 0.43 027 o.ya Lirnit the substance content in the
via trigger sprays, dipping, y product to 252 [OC18].Provide a
et [C527] r \ good standard of general wentilation.
Matural wentilation is from windows
\ NG N and doars ete. Controlled wentilation
Ad hoc manual application 00 h" £ ) h-20 N\ 225.25 1 127 0.E1 027 0.3 Limnit the substance content in the
wia trigger sprays, dippin product to 262 [OC18].
etg, [C527]. \
N
Ad hoo manual application 100 TE.42 1-4 226.25 13.?1\ 7 0.8l 027 0488 Auaid carrying out operation far
hnurﬂ\ \ more than 4 hours [OC12]
Ad hoo mapfial application 100 7642 B-26% 1-4 13515 3,71 \\ 037 027 Y 0.64 Lirmit the substance content in the
via triggep/=prays, dipping, hours product to 262 [OC18].A00id carrying
o [C52T]. A out aperation For more than 4 hours
[OC12]
L 7 i ~3 ) IS S
controlled general gen. ventilation ||conc. + durat. || duration conc. gen. ventilation
ventilation ventilation || + conc. limitation limitation limitation || limitation + PPE (gloves)

(RCR 0.77)
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Opportunities for the occupational hygienist

= |nformation/training on new eSDS and its requirements

. translatlng generic RMMs into specific equipment (e.qg.
‘use LEV’ vs detailed description (LEV type, dimensions,
positioning, flowrate, etc.)

= checking compliance with additional RMM/OCs
(justification, documentation)

= varying RMM/OCs within boundaries of ES (justification,
documentation)

= Implementation of additional RMMs, where needed
= support of formulators in building integrated ESs

<>
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ACME
CHEMICALS | |

new type
ﬁ RMM??2?

YOU DIDN'T BREATHE ON YOLR
WAY UP HERE DID YOU?

Thank
you!!




