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Key requirements new eSDS (1)
Section 1: Identification 1 1  Registration no for registered substancesSection 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

mixture classification:mixture classification:
till May 2015: according to 1999/45//EC (DPD) or 
+ 1999/45//EC (DPD) + EC/1272/2008 
after Ma  2015  according to EC/1272/2008

Section 3: Composition 

after May 2015: according to EC/1272/2008

PBT/vPvB substances and registration no.
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Section 3: Composition 
information
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K i t SDS (2)Key requirements new eSDS (2)

Section 7: Handling and 7.1 consistent with info in ESg
storage 

Section 8: Exposure 

s s S

8 1 DN(M)EL  PNECSection 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.g. 

 ifi  d t il  i  i  b d  f SDS)

Section 13: Disposal 
considerations

more specific details in main body of SDS)

consistent with info in ES 
considerations

Section 15: Regulatory 
information

information on authorized/restricted substances 
information

Section 16: Other e.g. list of ESs 
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Exposure Scenario format (general)

industry proposed (GES format)
slight modifications by Dow

RMMs in hierarchal order:
• technical: prevention
• technical: dispersion
• organisational• organisational
• personal protection 

standard text; reference 
to other companyto other company 
information source

standard text (?TBD); 
reference to estimation 
tools (?)

section 5 information notsection 5 information not 
mandatory (not based on 
CSR); good practice 
advice
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Exposure Scenario format (worker part)

2 sub versions:
• worker
• worker (article)

contributing scenarios:contributing scenarios: 
activities within application 
that contribute to exposure; 
multiple contributing 
scenarios possiblescenarios possible

generic description of 
RMMs; specific details inRMMs; specific details in 
main body SDS (e.g. 
glove material (neoprene 
or butylrubber)
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Substance versus product ES

REACH only requires ES for substances (to be developed 
and communicated by registrant: manufacturer or 
importer) p )
most products used down the supply chain are mixtures
no obligation for Downstream Users (DU) to develop ES g ( ) p
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 ES3. develop integrated ES

Option 3 is preferred option
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Developing SDS for mixtures

ES info 
in mainin main 
body 
SDS

integrated ES 

all ESs 

g
developed and 

attached to SDS

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



D l i i t t d ES f i tDeveloping integrated ESs for mixtures

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

Approach: DPD+ methodology
Identify lead substance for each relevant exposure pathway 
(inhalation, skin, oral, eyes, aquatic)
based on DPD classification criteria + exposure potentialbased on DPD classification criteria  exposure potential 
(vapour pressure)

Not applicable for CMRs (cat 1+2) respirator sentiti ersNot applicable for CMRs (cat 1+2), respiratory sentitizers, 
PBT- or vPvB-substances (advanced approach needed)
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Principle of DPD+
Impact of a substance on the classification of a mixture is 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 ( ) q
anymore. This is termed the “lead substance indicator (LSI). 
Note: for inhalation the role of the vapour pressure in the 
exposure potential is accounted forexposure potential is accounted for.
The substance with the highest LSI is assumed to have the 
highest impact for a given exposure or emission pathway highest impact for a given exposure or emission pathway 

10



Algorithm of DPD+
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Overview of methodology

ES Substance A ES Substance B ES Substance C

mixture classified? SDS required? no
no

Identify
lead substance

no further
action

yesyes

lead substance

take other approach:take other approach:
• pass on ES subst A,B,C
• detailed evaluation

lead substance
approach feasible?

yes

no

select RMM/OCs from lead
substance for each relevant

yes
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Workflow

C S fCalculate 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 LSI is assumed to haveThe substance with the highest LSI 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 chemicalsExample of construction chemicals
Compounds are blended in situ and are applied 
immediately (note: professional use! no DIY product)y ( p p )
Primarily indoor use (large scale, e.g. factory buildings, 
car parks),occasionally outdoor use (e.g. bridges)
Composition:
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DPD+ : Input
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DPD+ : Output
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Result DPD+ calculations

Lead compounds of “Fictitious Adhesive" are:
Inhalation : XyleneInhalation : Xylene
Dermal : BPA-resin
Eyes : BPA-resin
I ti I h di iIngestion : Isophorone diamine
Aquatic : BPA-resin

Next step: create integrated ES for worker based on 
RMM/OCs for xylene (inhalation), BPA-resin (dermal y ( ) (
+ eyes + aquatic)
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varying RMM/OCs within boundaries of ES
same contributing all estimates by RMMs linked toRisk Characterization Ratiosame contributing
scenario (PROC13)

all estimates by
ECETOC TRA tool

RMMs linked to 
exposure reduction

Risk Characterization Ratio 
(RCR) has to be < 1

controlled general gen ventilationgen ventilation concdurationconc + durat
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controlled
ventilation
(RCR 0.58)

general
ventilation

(RCR 0.98)

gen. ventilation
+ PPE (gloves)

(RCR 0.77)

gen. ventilation
+ conc. limitation

(RCR 0.70)

conc. 
limitation

(RCR 0.88)

duration 
limitation

(RCR 0.88)

conc. + durat.
limitation

(RCR 0.64)



Opportunities for the occupational hygienist

f / S Sinformation/training on new eSDS and its requirements
translating generic RMMs into specific equipment (e.g. 
‘use LEV’ vs detailed description (LEV type dimensionsuse LEV  vs detailed description (LEV type, dimensions, 
positioning, flowrate, etc.)
checking compliance with additional RMM/OCs g p
(justification, documentation)
varying RMM/OCs within boundaries of ES (justification, 
documentation)documentation) 
implementation of additional RMMs, where needed

t f f l t i b ildi i t t d ESsupport of formulators in building integrated ESs
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Thank 
you!!

new type 
RMM???RMM???


