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Draft Background Document
This is a working document produced under the HBM4EU prioritisation process. It consolidates input from HBM4EU partners, stakeholders and the EU Policy Board. It does not reflect the views of the HBM4EU consortium. 
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[bookmark: _Toc522277951]Substance identification
	Group scientific name  (Lead substance)
	Siloxanes (D4)

	CAS number
	556-67-2

	EC number
	209-136-7

	Other names
	Octamethylcyclotetrasiloxane


[bookmark: _Toc522277952]Actors that nominated this substance or substance group
	EU Policy Board
	Countries
	Stakeholder Forum

	
	1
	1

	
	Norway
	European Environmental Bureau


Group of substances: Siloxanes
Rational for grouping: 
The substances have similar uses, with the possibility of substitution within the group.
The substances have a similar toxicological profile.
Lead substance: D4 (CAS 556-67-2). 
Others nominated were:
D3 			541-05-9
D5 			541-02-6
D6 			540-97-6

[bookmark: _Toc522277953]Overview and quality of the information submitted
· Gaps in the information provided: 
· Hazard: Information in ECHA’s Brief Profile for lead substance
· Exposure: Little information provided on knowledge gaps, availability of HBM data, human exposure.
· Regulatory status: Little information provided.
· Public concern: Part of the SIN list.
· Technical feasibility: No information provided.
[bookmark: _Toc522277954]Knowledge gaps and proposed research activities
[bookmark: _Toc522277955]Norway
No information provided.
[bookmark: _Toc522277956]European Environmental Bureau
Measured data for assessing human exposure to siloxanes are almost non-existent.
Proposed research activities:
New data on a specific population groups or subgroups
Identification of structurally related siloxanes which have not been looked for so far
[bookmark: _Toc522277957]Hazardous properties
[bookmark: _Toc522277958]Current knowledge gaps on hazardous properties
[bookmark: _Toc522277959]Norway
No information provided.
[bookmark: _Toc522277960]European Environmental Bureau
No information provided.
[bookmark: _Toc522277961]Hazard classifications
	Responses to survey questions on hazard classifications

	IARC classifications

	-

	Repr. 1B
	1B

	STOT SE 
	-

	STOT RE 
	-

	Neurotoxic
	-

	Immunotoxic
	-

	Respiratory sensitizer
	-

	Endocrine disrupting substance
	-



	Classification according to CLP Regulation (EC) No 1272/2008

	Harmonised classification and labelling:

	· Warning! According to the harmonised classification and labelling (CLP00) approved by the European Union, this substance is suspected of damaging fertility and may cause long lasting harmful effects to aquatic life.
	[image: https://echa.europa.eu/diss-blank-theme/images/cnl/pictograms/GHS08.png]

	Classification provided by companies: 

	· Additionally, the classification provided by companies to ECHA in REACH registrations identifies that this substance is toxic to aquatic life with long lasting effects, is a flammable liquid and vapour and is suspected of damaging fertility or the unborn child.
	[image: https://echa.europa.eu/diss-blank-theme/images/cnl/pictograms/GHS02.png][image: https://echa.europa.eu/diss-blank-theme/images/cnl/pictograms/GHS09.png]

	Reference: ECHA Brief Profile on D4



	Other classifications

	REACH SVHC
	Octamethylcyclotetrasiloxane (D4) Repr. 2, H361f: Suspected of damaging fertility

	Emerging substance
	-

	
	

	
	


[bookmark: _Toc522277962]Persistence and bioaccumulation potential
	PBT
	-

	vPvB
	Yes

	Very Persistent
	-



Other relevant information:
D5 assessed as vPvB
D4 Assessed as vPvB by ECHA; proposed as POP substance by EU COM to be regulated under the Stockholm Convention
D3: P and B, P according to EpiSuite estimates, BCF estimation of 2.457 / D6: P according to EpiSuite estimates, High log Kow of 9,06.
Please see ANNEX XV RESTRICTION REPORT PROPOSAL FOR A RESTRICTION of D4 and D5 (ECHA 2015).
[bookmark: _Toc522277963]Exposure characteristics
[bookmark: _Toc522277964]Current knowledge gaps on exposure
[bookmark: _Toc522277965]Norway
No information provided.
[bookmark: _Toc522277966]European Environmental Bureau
No information provided.
[bookmark: _Toc522277967]Availability of HBM data
No information provided.
[bookmark: _Toc522277968]Exposure media
No information provided.

[bookmark: _Toc522277969]Exposure sources, production volumes and environmental releases
[bookmark: _Toc522277970]Exposure sources
The Annex XV restriction dossier of D4/D5 in wash off products includes detailed information on production volumes, uses and exposure scenarios. According to the ECHA dissemination website, the registered tonnage band for D4 is 100,000 – 1,000,000 tonnes/year and for D5 is 10,000 – 100,000 tonnes/year. The actual quantity produced or supplied by each company is confidential.
The major use of these substances is as a feedstock for the production of silicone polymers. These silicone fluids, elastomers, gels and resins in turn have a very wide range of uses, including as rubber; elastomers for coatings and sealants; antifoams; flow and/or gloss improvers in alkyd paints and varnishes; softening, waterproofing and wetting agents in textile manufacturing; components of polishes and other surface treatment formulations; lubricants, greases, anti-adhesion coatings and mould release agents ; paper coatings ; hydraulic, dielectric and heat transfer fluids ; and consumer products such as personal, household, and automotive care products. Thevast majority of D4, with less than 5% being used in PCPs. The use of D5 in PCPs is approximately a quarter of the total volume manufactured, most of the remainder is used as an intermediate and in polymerisation, with the remaining uses being much smaller.
https://echa.europa.eu/documents/10162/9a53a4d9-a641-4b7b-ad58-8fec6cf26229
[bookmark: _Toc522277971]Production volumes
The substance D4 is manufactured and/or imported in the European Economic Area in 100,000 – 1,000,000 tonnes per year (ECHA Brief Profile on D4)
Information from the ECHA Brief Profile on D4
Consumer Uses 
This substance is used in the following products: washing & cleaning products, cosmetics and personal care products and polishes and waxes. 
Other release to the environment of this substance is likely to occur from: indoor use (e.g. machine wash liquids/detergents, automotive care products, paints and coating or adhesives, fragrances and air fresheners) and outdoor use as processing aid. 
Article service life 
ECHA has no public registered data on the use of this substance in activities or processes at the workplace. 
Other release to the environment of this substance is likely to occur from: indoor use in long-life materials with low release rate (e.g. flooring, furniture, toys, construction materials, curtains, foot-wear, leather products, paper and cardboard products, electronic equipment). 
This substance can be found in products with material based on: paper (e.g. tissues, feminine hygiene products, nappies, books, magazines, wallpaper). 
Widespread uses by professional workers 
This substance is used in the following products: washing & cleaning products, cosmetics and personal care products, polishes and waxes and laboratory chemicals. 
This substance is used in the following areas: formulation of mixtures and/or re-packaging, scientific research and development and printing and recorded media reproduction. 
This substance is used in the following activities or processes at workplace: non-industrial spraying, roller or brushing applications, hand mixing with intimate contact only with personal protective equipment available and laboratory work. 
Other release to the environment of this substance is likely to occur from: indoor use (e.g. machine wash liquids/detergents, automotive care products, paints and coating or adhesives, fragrances and air fresheners) and outdoor use as processing aid. 
Formulation or re-packing 
This substance is used in the following products: leather treatment products, lubricants and greases, textile treatment products and dyes, cosmetics and personal care products, polishes and waxes and washing & cleaning products. 
This substance is used in the following activities or processes at workplace: transfer of chemicals between vessels/large containers, transfer of substance into small containers, non-industrial spraying, mixing in open batch processes, closed processes with no likelihood of exposure, closed, continuous processes with occasional controlled exposure, closed batch processing in synthesis or formulation, roller or brushing applications and hand mixing with intimate contact only with personal protective equipment available. 
Release to the environment of this substance is likely to occur from industrial use: formulation of mixtures, in processing aids at industrial sites and as processing aid. Other release to the environment of this substance is likely to occur from: indoor use (e.g. machine wash liquids/detergents, automotive care products, paints and coating or adhesives, fragrances and air fresheners) and outdoor use as processing aid. 
Uses at industrial sites 
This substance is used in the following products: laboratory chemicals, non-metal-surface treatment products, semiconductors, leather treatment products, lubricants and greases, polishes and waxes, textile treatment products and dyes, washing & cleaning products and cosmetics and personal care products. This substance has an industrial use resulting in manufacture of another substance (use of intermediates). 
This substance is used in the following areas: formulation of mixtures and/or re-packaging and scientific research and development. This substance is used for the manufacture of: chemicals, rubber products, plastic products, mineral products (e.g. plasters, cement) and electrical, electronic and optical equipment. 
This substance is used in the following activities or processes at workplace: transfer of chemicals between vessels/large containers, closed processes with no likelihood of exposure, transfer of substance into small containers, closed batch processing in synthesis or formulation, mixing in open batch processes and closed, continuous processes with occasional controlled exposure. 
Release to the environment of this substance is likely to occur from industrial use: as an intermediate step in further manufacturing of another substance (use of intermediates), for thermoplastic manufacture, as processing aid, formulation of mixtures, in processing aids at industrial sites and in the production of articles. Other release to the environment of this substance is likely to occur from: indoor use (e.g. machine wash liquids/detergents, automotive care products, paints and coating or adhesives, fragrances and air fresheners). 
Manufacture 
This substance is used in the following activities or processes at workplace: closed, continuous processes with occasional controlled exposure, transfer of chemicals between vessels/large containers at dedicated facilities, closed processes with no likelihood of exposure and transfer of substance into small containers. 
Release to the environment of this substance is likely to occur from industrial use: manufacturing of the substance. 
[bookmark: _Toc522277972]Environmental releases
Please see (Huber et al. 2015; ECHA 2015).
Find biomontoring data at the attached file: siloxanes_biomonitoringdata (no file attached)
[bookmark: _Toc522277973]Human exposure
[bookmark: _Toc522277974]Human exposure routes
No information provided.
[bookmark: _Toc522277975]Prevalence of exposure
No information provided.
[bookmark: _Toc522277976]Highly exposed groups
· Infants and children
· Adults
· Pregnant women
· Elderly people
· Men
· Women
· Individuals of lower socio-economic status
· Workers (professional and/or industrial)
[bookmark: _Toc522277977]Vulnerable groups
No information provided.
Other relevant information (Huber et al. 2015).
Find biomontoring data at the attached file: siloxanes_biomonitoringdata (no file attached)

[bookmark: _Toc522277978]Regulation and policy
[bookmark: _Toc522277979]Current policy questions
	Question
	Source

	Siloxanes are under policy scrutiny as they have been found in several environmental matrixes and have been assessed as vPvB (D4 and D5) or as persistent and bioaccumulative (D3). Data indicates that D3 and D6 are found in wildlife animals, which can indicate also human exposure. Measured data for assessing human exposure are almost non-existent.
PBTs and vPvBs for which the long term exposure is difficult to predict are not only of concern for the environment, but also for human health. Human biomonitoring data may be very important in assessments based on all weight of evidence.
The availability of robust human exposure time trends would help achieve better regulation of these chemicals.
	EEB


[bookmark: _Toc522277980]EU Regulations
	Chemicals legislation

	Registration, Evaluation, Authorisation & Restriction of Chemicals (REACH)


[bookmark: _Toc522277981]Regional and Global regulations (where relevant)
No information provided.
[bookmark: _Toc522277982] National regulations (where relevant)
No information provided.
[bookmark: _Toc522277983]Regulatory guidance values
No information provided.
[bookmark: _Toc522277984]Human biomonitoring values
No information provided.
[bookmark: _Toc522277985]Risk assessments 
No information provided.
[bookmark: _Toc522277986]Reducing human exposure
No information provided.
[bookmark: _Toc522277987]Public concern
On the ChemSec’s SIN list (Substitute It Now!).
[bookmark: _Toc522277988]Technical feasibility
[bookmark: _Toc522277989]Availability of biomarkers and methods
No information provided.
[bookmark: _Toc522277990]Work required to develop new approaches
No information provided.
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