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REACH registration deadlines

http://www.cirs-reach.com/REACH/REACH_Registration.html
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Communication of safe use information

ESs

Safe use of

substances

Safe use of

mixtures from ESs of

substances
ENES (exchange network on exposure scenarios)

ECHA, Cefic, Concawe, Eurometaux, Fecc, A.I.S.E, DUCC
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Chemical safety report/Exposure scenario 

roadmap

Exposure

Assessment

Inputs



Transparent

Structured

Harmonized Efficient

©2016 Sphera 5

Communication in the supply chain
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Communication flows under REACH

ECHA: Guidance for downstream users, Version 2.1 October 2014

Software 
providers
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CSR/ES roadmap – Action areas
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Approaches: UP and DOWN
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SUMI
End-

use

SWED

CA

PROC

OC & 

RMM

ES
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Bottom-up:

SUMI (safe use of mixtures information)
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Communication in the supply chain

SWED: sector-specific worker exposure description
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SUMI approach

OCs & 

RMMs SWED

Uses

Contributing

activities

PROCs

SUMI

Use map

Relevant 
components



Mixture: detergent

Sector: A.I.S.E.
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Use maps



End-use: industrial � tab: AISE INDUSTRIAL USES
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Use maps – A.I.S.E.

Use name
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Use maps – A.I.S.E.

Contributing Activity name

SWEDs (sector-specific

worker exposure descriptions)

Use name
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SWEDs – A.I.S.E.

SWEDs (sector-specific

worker exposure descriptions)

Conditions of use
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Validation

All the conditions of use (OCs, RMMs) in a 

SWED (e.g. PROC 8b, PROC 10) are 

covered by the ESs of all the substances 

contributing to the mixture classification

Use OCs & RMMs

PROCs
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SUMIs
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SUMIs – A.I.S.E.

DUCC: ENES 8, 20 May 2015

Use,

SWED,

PROC

OCs

RMMs
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Top-down:

LCID (lead component identification)
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LCID methodology

Hazards Mixture

HEALTH

Route of 
exposure

ENVIRONMENT

Priority 
substances

Lead 
components

Local 
effects

Ozone 
layer

Safe use 
information

Components
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LCID methodology

Not addressed:

• Physical hazards

• Aspiration hazards

Relevant 
components

• Contributing to 
mixture 
classification

• Health: OELs

Priority substances

• Health: carcinogen, 
mutagen

• Environment: PBT, 
vPvB

Lead components

• Health: systemic 
effects (DNELs)

• Environment:

environmental 
hazards (PNECs), 
ozone layer

Local effects

• Health: irritation, 
corrosion/damage, 
sensitization, drying 
and cracking of the 
skin

Hazards

HEALTH

Route of 
exposure

ENVIRONMENT

Priority 
substances

Lead 
components

Local effects
Ozone layer

Components



Hazards

HEALTH

Route of 
exposure

ENVIRONMENT

Priority 
substances

Lead 
components

Local effects
Ozone layer

Components
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LCID methodology

Component

ES / use

CA / PROC

OC / RMM

OC / RMM

CA / PROC

ES / use CA / PROC



Hazards Mixture

HEALTH

Route of 
exposure

ENVIRONMENT

Priority 
substances

Lead 
components

Local effects
Ozone layer

Safe use 
information

Components
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LCID methodology

Mixture

• Worst-case assumption… but coverage checks of OC, RMM for PS, LC, LE

• All components and/or exposure pathways

• Components with specific properties not reflected by classification

• End-uses of mixture



©2016 Sphera 25

LCID vs. DPD+ methodology

• DNELs take into account the 
assessment factors used to 
derive them

Use of concentration 
limits of hazards 
reference values 

(DNELs, PNECs, etc.)

• Gives endpoints more weight
Grouping of additive 

hazards

Consideration of 
local effects and 

ozone layer



Component with highest LCI = LC

Additive effects

Acute toxicity (oral, dermal and inhalation) – Categories 1, 2, 3 and 4

STOT SE 3 (dermal and inhalation) – Narcotic effects
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Lead component indicator (LCI) – Health

Not addressed:

• Component interactions 

(synergistic/potentiating/antagonistic 

effects)



Ozone layer

Environmental hazards
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Lead component indicator (LCI) – Environment



“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
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LCID calculation
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Health hazards – Two approaches

For each exposure route:

• Identify LCs

• LCIs: Long-term systemic DNELs

For each exposure route:

• Identify LC “candidates”

• LCCIs:

• NO(A)EL or NO(A)EC values

• LD50 or LC50 or (derived) ATE values

• Is there any DNEL available for the 

component with highest LCCI?

Yes

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
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Data requirements – Health



PNEC

•Any PNECs for all 
relevant 
components, any 
compartment

•Convert to mg/L

Aquatic 
environment

•Acute/chronic 
category and M-
factor
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Data requirements – Environment



Supplier 
(e)SDS

ECHA website 
of REACH-
registered 
substances

Supplier 
CSR

Other 
publicly or 
privately 
available 
resources
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Data sources

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



1 substance at a 
time,

dossier
15000 substances 

in a single database,

results
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ECHA website of REACH-registered substances
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Other publicly or privately available resources

4800 substances,

industry-specific
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LCID Methodology Guide Update and Preliminary Test 

Results

Practical 
challenges

Pragmatic 
solutions



SUMI 

or 

LCID?

Software 
solution?

Data?
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Approaches: UP or DOWN?

?



Acronyms

A.I.S.E. International Association for Soaps, Detergents and Maintenance 

Products

ATE Acute Toxicity Estimate

CA Contributing Activity

Cefic The European Chemical Industry Council

CEPE European Council of the Paint, Printing Ink and Artists’ Colors Industry

Chesar Chemical safety assessment and reporting tool

CSA Chemical Safety Assessment

CSR Chemical Safety Report

DNEL Derived No-Effect Level

DU Downstream User

DUCC Downstream Users of Chemicals Co-ordination group

ECHA European Chemicals Agency

ENES Exchange Network on Exposure Scenarios

ES Exposure Scenario

ESCom Exposure Scenario Communication

eSDS extended Safety Data Sheet

IUCLID International Uniform ChemicaL Information Database

LC Lead Component

LCI Lead Component Indicator

LCCI Lead Component Candidate Indicator

LCID Lead Component Identification (methodology)

LC50, LD50 Lethal Concentration, Dose 50

LE Local Effect

NO(A)EC, NO(A)EL No Observed (Adverse) Effect Concentration, Level

OC Operational Condition

OEL Occupational Exposure Limit

PBT Persistent, Bioaccumulative and Toxic substance

PNEC Predicted No-Effect Concentration

PROC Process Category

PS Priority Substance

REACH Registration, Evaluation, Authorization and Restriction of 

Chemicals Regulation (EC) No 1907/2006

RMM Risk Management Measure

SCED Specific Consumer Exposure Determinant

SDS Safety Data Sheet

SpERC Specific Environmental Release Category

SUMI Safe Use of Mixtures Information

SWED Sector-specific Workers Exposure Description

VCI Verband der Chemischen Industrie e.V. (the German chemical 

industry association)

vPvB very Persistent and very Bioaccumulative substance
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ECHA https://echa.europa.eu/regulations/reach

An illustrative example of the exposure scenarios to be annexed to the safety data sheet 

ENES https://echa.europa.eu/about-us/exchange-network-on-exposure-scenarios

CSR/ES roadmap https://echa.europa.eu/regulations/reach/registration/information-requirements/chemical-

safety-report/csr-es-roadmap

IUCLID 6 https://iuclid6.echa.europa.eu/

Chesar https://chesar.echa.europa.eu/

ESCom http://www.cefic.org/Industry-support/Implementing-reach/escom/

DUCC Sector-specific approaches towards developing and communicating information for the safe 

use of mixtures

SUMI template

Use maps https://echa.europa.eu/csr-es-roadmap/use-maps/concept

Cefic http://www.cefic.org/Industry-support/Implementing-reach/Guidances-and-Tools1/

LCID methodology REACH Practical Guide on Safe Use Information for Mixtures under REACH: The Lead 

Component Identification (LCID) Methodology

Registered substances https://echa.europa.eu/information-on-chemicals/registered-substances

REACH study results https://iuclid6.echa.europa.eu/reach-study-results

GESTIS DNEL List http://www.dguv.de/ifa/gestis/gestis-dnel-liste/index-2.jsp

©2016 Sphera 38

References



Kimberly Bull

Regulatory Analyst

(780) 762-4662

KBull@spherasolutions.com


