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	Printing Date 
	2014-03-11 08:55:00 EDT 



	Restriction of specific regulatory purposes 

	

	Confidentiality 

	



	Name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane (IUC4 DSN 232) 

	Legal entity owner 
	Epona Associates, LLC / Willington, CT / other: 


[bookmark: IUC4-c99a1371-6c7a-3cc2-a6e8-5d3875222f9]Substance: 1,1,3,3-tetramethyl-1,3-divinyldisiloxane (IUC4 DSN 232) 
	UUID 
	
	IUC4-c99a1371-6c7a-3cc2-a6e8-5d3875222f9b 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-04 11:55:17 EST 

	Remarks 
	
	Created endpoint study record 4.7 Partition coefficient 


0 Related Information 
0.1 Templates 
0.2 Categories 
0.3 Mixtures 


1 General Information 
1.1 Identification 
Substance identification 
	Chemical name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane (IUC4 DSN 232) 

	Legal entity 
	Epona Associates, LLC / Willington, CT / other: 


Reference substance 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane / 2627-95-4 
	

		EC number 
	EC name 

	220-099-6 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 

	CAS number 
	CAS name 

	2627-95-4 
	

	IUPAC name 



	


Type of substance 
	Composition 
	other: Existing Chemical 


Other names 
	Flags 
	Name Type 
	Name 
	Country 
	Remarks 

	
	Trade name 
	1,1'-Divinyltetramethyldisiloxane 
	
	

	
	Trade name 
	1,1,3,3-Tetramethyl-1,3-divinyldisiloxane 
	
	

	
	Trade name 
	1,3-Diethenyl-1,1,3,3-tetramethyl disiloxane 
	
	

	
	Trade name 
	1,3-Divinyl-1,1,3,3-tetramethyl disiloxane 
	
	

	
	Trade name 
	1,3-Divinyltetramethyldisiloxane 
	
	

	
	Trade name 
	Bisvinyltetramethyldisiloxane 
	
	

	
	Trade name 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- 
	
	

	
	Trade name 
	Divinyltetramethyldisiloxane 
	
	

	
	Trade name 
	sym-Tetramethyldivinyldisiloxane 
	
	

	
	Trade name 
	EINECS 220-099-6 
	
	


1.2 Composition 
1.3 Identifiers 
Identifiers 
Other IT system identifiers 
	Flags 
	IT system 
	ID 
	Remarks 

	
	IUCLID4 
	DSN 232 
	DSN is a IUCLID4 internal unique identifier for the substance. 


1.4 Analytical information 
Analytical information 
Results of analysis 
		Remarks 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane is produced as >75 to > or = 98% pure. Reported impurities include:
<0.4%: 1,1,3,3,5,5-hexamethyl-1,5-divinyltrisiloxane (CAS No. 17980-39-1)
< 0.7% : 1,1,3,3-tetramethyl-1-vinyl-3-ethyldisiloxane (no CAS No. provided)
<0.8%: Dimer (CAS No. unknown)
<0.6%: Dimethylvinylsilanol (CAS No. 5906-75-2)
<0.1%: 2,2-dimethylbutane (CAS No. 75-83-2)
<0.6%: Dimethylsiloxane, dimethylvinylsiloxy-terminated (CAS No. 68083-19-2)
<0.4%: Methylvinyl siloxane, hydroxyl-terminated (CAS No. 68083-20-5)







1.5 Joint submission 
1.6 Sponsors 
1.7 Suppliers 
1.8 Recipients 
1.9 Product and process oriented research and development 


2 Classification & Labelling and PBT assessment 
2.1 GHS 
2.2 DSD - DPD 


3 Manufacture, use and exposure 
3.1 Technological process 
Technological process 
3.2 Estimated quantities 
3.3 Sites 
3.4 Information on mixtures 
3.5 Life Cycle description 
3.6 Uses advised against 
3.7 Exposure Scenarios, exposure and risk assessment 
3.7.2 Environmental assessment for aggregated sources 
3.7.3 Generic exposure potential 
3.8 Biocidal information 
3.10 Application for authorisation of uses 


4 Physical and chemical properties 
4.2 Melting point/freezing point 
Endpoint study record: SRC 2010/KS RL2/Melting point/freezing point 
	UUID 
	
	IUC4-84edc72c-d7b0-35d0-93eb-87a47dbfd964 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 09:20:31 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Reliable database 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: online database 
	
	2010 
	Full Record: Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- 
	Syracuse Research Corporation, as provided to ChemIDplus Advanced 
	
	
	
	
	2010-09-21 


Materials and methods 
Type of method 
	other: measured 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Results and discussions 
Melting / freezing point 
	Melt./Freez. pt. 
	Atm. pressure 
	Decomposition 
	Decomp. temp. 
	Sublimation 
	Subl. temp. 
	Remarks 

	-99.7 °C 
	
	
	
	
	
	+/- 1 °C 


Endpoint study record: Rosch 2000/SS RL2/Melting point/freezing point 
	UUID 
	
	IUC5-4d751dab-d3ec-47a7-ad74-6168beafc2a2 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 08:28:01 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Handbook data 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	review article or handbook 
	Rösch, L., John, P., Reitmeier, R.; 
	
	Ullmann’s Encyclopaedia of Industrial Chemistry. (1999-2013) 
	New York, NY: John Wiley & Sons; Silicon Compounds, Organic. Online Posting Date: Jun 15, 2000 
	
	
	
	
	


Materials and methods 
Type of method 
	other: measured value 


GLP compliance 
	no data 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Results and discussions 
Melting / freezing point 
	Melt./Freez. pt. 
	Atm. pressure 
	Decomposition 
	Decomp. temp. 
	Sublimation 
	Subl. temp. 
	Remarks 

	-99.7 °C 
	
	
	
	
	
	


4.3 Boiling point 
Endpoint study record: Rosch 2000/KS RL2/Boiling point 
	UUID 
	
	IUC5-dde428c1-2ee5-4ca1-b376-c2c306c8e3ba 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 08:18:51 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Handbook data 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	review article or handbook 
	Rösch, L., John, P., Reitmeier, R. 
	
	Ullmann’s Encyclopaedia of Industrial Chemistry. (1999-2013) 
	New York, NY: John Wiley & Sons; Silicon Compounds, Organic. Online Posting Date: Jun 15, 2000 
	
	
	
	
	


Materials and methods 
Type of method 
	other: measured value 


GLP compliance 
	no data 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Results and discussions 
Boiling point 
	Boiling pt. 
	Atm. pressure 
	Decomposition 
	Decomp. temp. 
	Remarks 

	140 °C 
	
	
	
	


Endpoint study record: MPBPVP (v1.43) Program 
	UUID 
	
	IUC5-ac0af454-d376-4f9a-be29-35ec67582e22 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 09:30:05 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	2012 
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	
	


Materials and methods 
Type of method 
	other: modeling 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	CAS Number: 2627-95-4
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40



Results and discussions 
Boiling point 
	Boiling pt. 
	Atm. pressure 
	Decomposition 
	Decomp. temp. 
	Remarks 

	131.36 °C 
	
	
	
	


Any other information on results incl. tables 
	MPBPVP (v1.43) Program Results:
===============================
Experimental Database Structure Match:
Name : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
CAS Num : 002627-95-4
Exp MP (deg C): -99.7
Exp BP (deg C): 39
Exp VP (mm Hg): ---
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40
------------------------ SUMMARY MPBVP v1.43 --------------------
Boiling Point: 131.36 deg C (Adapted Stein and Brown Method)


Overall remarks, attachments 
Remarks on results including tables and figures 
	The current version of MPBPWIN (1.43) gives a predicted value of 131 C, which is consistent with the fact that a struturally similar substance, hexamethyldisiloxane (CAS 107-46-0) has an experimental BP of 101 C. 


Endpoint study record: SRC 2010/SS RL3/Boiling point 
	UUID 
	
	IUC4-273b566e-f15b-36ed-9383-6ae792f2bcda 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 09:41:55 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study; robust study summary 

	Study result type 
	other: 
	
	

	Reliability 
	3 (not reliable) 

	Rationale for reliability incl. deficiencies 
	Database 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: online database 
	
	2010 
	Full Record: Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- 
	Syracuse Research Corporation, as provided to ChemIDplus Advanced 
	
	
	
	
	2010-09-21 


Materials and methods 
Type of method 
	other: calculation based on experimental data 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Results and discussions 
Boiling point 
	Boiling pt. 
	Atm. pressure 
	Decomposition 
	Decomp. temp. 
	Remarks 

	39 °C 
	
	
	
	


4.4 Density 
Endpoint study record: CRC 2000/SS RL2/Density 
	UUID 
	
	IUC5-16a70b33-e329-4e5c-a21f-78b683ae60a2 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 16:52:27 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Handbook data 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	review article or handbook 
	Lide, D., ed. 
	2000 
	CRC Handbook of Chemistry and Physics. 81st ed. 
	Boca Raton (FL): CRC Press. 
	
	
	
	
	


Materials and methods 
GLP compliance 
	no data 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Results and discussion 
Density 
	Type 
	Density 
	Temp. 
	Remarks 

	relative density 
	0.811 g/cm³ 
	20 °C 
	


4.6 Vapour pressure 
Endpoint study record: SV 2012/KS RL1/Vapour pressure 
	UUID 
	
	IUC5-0b09e429-ba57-48ad-b978-63c811a10455 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-25 09:18:21 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	McLean, Scott 
	2012 
	1,3-Diethenyl-1,1,3,3-tetramethyldisiloxane; CAS No. 2627-95-4: Determination of the Vapor Pressure by the Static Procedure Following OECD Guideline 104 
	
	Smithers Viscient, Wareham, MA 
	12023.6217 
	
	
	


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 104 (Vapour Pressure Curve) 
	


Type of method 
	static method 


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Details on test material 
	1,3-Diethenyl-1,1,3,3-tetramethyldisiloxane
o Lot No.: 006050568
o CAS No.: 2627-95-4
o Purity: 98%
o Expiration Date: 10 April 2013 


Any other information on materials and methods incl. tables 
	Test Apparatus: The test apparatus consisted of a sample chamber connected to a manometer and pressure regulation and a detection zone. On the measuring side of the test system, valves were provided for the vacuum pump, the nitrogen balancing gas and the pressure measurement device (e.g., pressure gauge or manometer). Mercury was used as the manometric liquid and was degassed at elevated temperature after being added to the U-tube. The mercury level was adjusted so that about 3 inches extended up the walls of the U-tube. A mark was made on the glass column of the U-tube in line with the mercury level. Testing was conducted in a temperature-controlled water bath to ± 0.2 ºC. The chamber and the manometric liquid U-tube were submerged in the water bath and held at a constant temperature. The temperature of the water bath was monitored during testing.
Test Procedure:The test substance (2.3447 g) was weighed and transferred into a sample tube; the vessel was attached to the static vapor pressure system using a spring clamp and was degassed in an acetone/dry ice bath using a vacuum pump. The U-tube and sample vessel containing the test substance were degassed several times before the static vapor pressure was measured at test temperatures. The test system and sample vessel were allowed to equilibrate in the water bath set at a temperature of 20 to 25 ºC for approximately 15 minutes. Once the system was equilibrated, a change in pressure in the sample usually causes the manometric liquid to move up the column, out of zero point. Occasionally when the mercury is substantially out of zero point, high pressure nitrogen is used to balance the pressure in the test system and return the manometric liquid back to zero point. The pressure reading on the McLeod Gauge corresponded to the vapor pressure of the test substance at the specified test temperature. The vapor pressure determination was performed at increasing temperatures (approximately 1 to 3 ºC higher). This procedure was repeated until a minimum of three vapor pressure readings were recorded at each chosen temperature and a vapor pressure curve was used to evaluate the data.


Results and discussions 
Vapour pressure 
	1655 Pa 

	25 °C 

	Remarks 
	extrapolated value based on measured data 



	870.6 Pa 

	20 °C 

	Remarks 
	extrapolated value based on measured data 


Any other information on results incl. tables 
	The following table summarizes the results of the static vapor pressure experiment with 1,3-diethenyl-1,1,3,3-tetramethyldisiloxane:
	Temperature
(oC)
	Temperature
(1/T)
	Pressure
(Torr)
	Pressure
(Pa)
	Log Pa

	11.1
	0.00352
	1.8
	240
	5.48

	13.3
	0.00349
	3.0
	410
	6.02

	15.8
	0.00346
	3.9
	520
	6.25

	17.3
	0.00344
	4.4
	580
	6.36

	18.0
	0.00343
	4.9
	650
	6.48


aResults presented are the natural log of the pressure reported in Pascals.


Applicant's summary and conclusion 
Conclusions 
	Based on data obtained during the static vapor pressure experiment with 1,3-diethenyl-1,1,3,3-
tetramethyldisiloxane, the vapor pressure at 20 ºC is extrapolated to be 8.706 x 10E2 Pa and at 25 ºC it is 1.655 x 10E3 Pa.



4.7 Partition coefficient 
Endpoint study record: KEY Partition coefficient 4.7.229 Miller 2011 
	UUID 
	
	IUC5-922c8302-3d08-44ef-b848-8de5e901d2f0 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-04 11:26:55 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Miller, JA 
	2011 
	Estimation of the n-Octanol/Water Partition Coefficient of 1,3-divinyltetramethyldisiloxane (CAS No. 2627-95-4) by the High Performance Liquid Chromatography Method 
	ReachCentrum SPRL 
	Health and Environmental Sciences, Dow Corning Corporation, 2200 West Salzburg Road, Auburn, MI 48611 
	11751-116 
	
	
	


Data access 
	other: data submitter is data owner or has a letter of access 


Materials and methods 
Partition coefficient type 
	octanol-water 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 117 (Partition Coefficient (n-octanol / water), HPLC Method) 
	yes (yes (no information on pH and no chromatograms present) ) 


Type of method 
	HPLC method 


Principles of method if other than guideline 
	Instrumentation:
- Agilent 1200 Series HPLC system
- G1379B in-line degasser compartment
- G1312A binary pump
- G1329A auto-loading sampler
- G1316A thermostatted column compartment
- Agilent Technologies 1200 Series G1362A differential refractive index (RI) detector 




GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC name 
	1,3-Divinyltetramethyldisiloxane 

	EC number 
	220-099-6 


Details on test material 
	- Name of test material (as cited in study report): 1,3-divinyltetramethyldisiloxane

- Analytical purity: 99.4%

- Lot/batch No.: 4EHIH 



Analytical method 
	HPLC 


Any other information on materials and methods incl. tables 
		Table 1. Reference Substance
	Compound
	log POW, predicted†
	log Pow, observed for this study
	Difference,
± log units

	1-Bromooctane
	5.09
	5.122
	0.032

	1-Bromodecane
	6.10
	6.097
	0.003

	1-Bromododecane
	7.10
	7.090
	0.010

	Octan-1-ol
	3.17
	3.337
	0.167

	Decan-1-ol
	4.17
	4.249
	0.079

	Dodecan-1-ol
	5.16
	5.205
	0.045

	Tetradecan-1-ol
	6.14
	6.173
	0.033

	Methyl octanoate
	3.65
	3.720
	0.070

	Methyl decanoate
	4.63
	4.667
	0.037

	Methyl dodecanoate
	5.62
	5.613
	0.007

	Methyl tetradecanoate
	6.61
	6.580
	0.030

	Octamethyltrisiloxane
	6.63
	6.609
	0.021

	Decamethyltetrasiloxane
	7.86
	7.822
	0.038


† Value predicted during original calibration, Sept 2009.





Results and discussions 
Partition coefficient 
	Type 
	Partition coefficient 
	Temp. 
	pH 
	Remarks 

	log Pow 
	5.36 
	20 °C 
	
	


Any other information on results incl. tables 
	Significant hydrolysis is not expected using the HPLC method, which is specific to the sponsored substance. The log Kow is calculated based on the retention time of the parent substance on the HPLC column. If partial hydrolysis does occur during the experiment, the retention time of the remaining parent substance is not affected.
	Table 3. Retention data and estimated log POWvalue of 1,3-divinyltetramethyldisiloxane
	Compound
	tr(min)
	log k
	A
	log POW
	Average log POW

	1,3-divinyltetramethyldisiloxane
1,3-divinyltetramethyldisiloxane
	2.899
2.897
	1.543
1.543
	0
0
	5.3580
5.3572
	5.36








Applicant's summary and conclusion 
Conclusions 
	A log Kow value of 5.4 at 20°C was determined in a reliable study conducted according to an appropriate test protocol. However, no information on pH or chromatograms were provided. 




Endpoint study record: Epiwin 2012/SS RL4/Partition coefficient 
	UUID 
	
	IUC4-0e3c0cc1-33e8-3bd8-8fae-73602f0daad1 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 09:32:29 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study; robust study summary 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	2012 
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Partition coefficient type 
	octanol-water 


Type of method 
	other: estimated by calculation 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40



Details on methods 
	Log Kow(version 1.68 estimate) 


Results and discussions 
Partition coefficient 
	Type 
	Partition coefficient 
	Temp. 
	pH 
	Remarks 

	log Pow 
	5.96 
	
	
	


Any other information on results incl. tables 
	KOWWIN Program (v1.68) Results:
===============================
Log Kow(version 1.68 estimate): 5.96
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40
-------+-----+--------------------------------------------+---------+--------
TYPE | NUM | LOGKOW FRAGMENT DESCRIPTION | COEFF | VALUE
-------+-----+--------------------------------------------+---------+--------
Frag | 4 | -CH3 [aliphatic carbon] | 0.5473 | 2.1892
Frag | 2 | =CH2 [olefinic carbon] | 0.5184 | 1.0368
Frag | 2 | =CH- or =C< [olefinc carbon] | 0.3836 | 0.7672
Frag | 2 | -Si- [silicon, aromatic or oxygen attach]| 0.6800 | 1.3600
Frag | 1 | -O- [oxygen, two silicon attach, linear] | 0.0280 | 0.0280
Factor| 1 | Linear Si-O-Si correction [coef * NUM - 2]|-0.3476 | 0.3476
Const | | Equation Constant | | 0.2290
-------+-----+--------------------------------------------+---------+--------
Log Kow = 5.9578


Endpoint study record: HYDROLYSIS PRODUCT/SS RL4/Partition coefficient 
	UUID 
	
	IUC5-cce64c2f-0848-4477-b6dc-affd1c871395 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 08:50:32 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Partition coefficient type 
	octanol-water 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	no 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	5906-75-2 


Any other information on materials and methods incl. tables 
	KOWWIN Program (v1.68):
===============================
SMILES : O[Si](C=C)(C)C
CHEM : Dimethyl(vinyl)silanol
MOL FOR: C4 H10 O1 Si1
MOL WT : 102.21


Results and discussions 
Partition coefficient 
	Type 
	Partition coefficient 
	Temp. 
	pH 
	Remarks 

	log Pow 
	1.5 
	
	
	


Any other information on results incl. tables 
	KOWWIN Program (v1.68) Results:
===============================
Log Kow(version 1.68 estimate): 1.50
-------+-----+--------------------------------------------+---------+--------
TYPE | NUM | LOGKOW FRAGMENT DESCRIPTION | COEFF | VALUE
-------+-----+--------------------------------------------+---------+--------
Frag | 2 | -CH3 [aliphatic carbon] | 0.5473 | 1.0946
Frag | 1 | =CH2 [olefinic carbon] | 0.5184 | 0.5184
Frag | 1 | =CH- or =C< [olefinc carbon] | 0.3836 | 0.3836
Frag | 1 | -OH [hydroxy, aliphatic attach] |-1.4086 | -1.4086
Frag | 1 | -Si- [silicon, aromatic or oxygen attach]| 0.6800 | 0.6800
Const | | Equation Constant | | 0.2290
-------+-----+--------------------------------------------+---------+--------
Log Kow = 1.4970


Endpoint study record: Partition coefficient.SS RL4/Koc 
	UUID 
	
	IUC5-3d997084-7c7b-41e4-806c-b4822ed472fc 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-04 12:15:59 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study; robust study summary 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	2012 
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Partition coefficient type 
	other: Koc 


Type of method 
	other: modeling 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Any other information on materials and methods incl. tables 
	KOCWIN Program (v2.00):
==============================
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40 


Results and discussions 
Partition coefficient 
	Type 
	Partition coefficient 
	Temp. 
	pH 
	Remarks 

	
	
	
	
	loh Koc = 3.12 


Any other information on results incl. tables 
	KOCWIN Program (v2.00) Results:
==============================
--------------------------- KOCWIN v2.00 Results --------------------------- 
Koc Estimate from MCI:
---------------------
First Order Molecular Connectivity Index ........... : 4.828
Non-Corrected Log Koc (0.5213 MCI + 0.60) .......... : 3.1169
Fragment Correction(s) --> NONE : ---
Corrected Log Koc .................................. : 3.1169
Estimated Koc: 1309 L/kg <===========
Koc Estimate from Log Kow:
-------------------------
Log Kow (User entered ) ......................... : 5.36
Non-Corrected Log Koc (0.8679 logKow - 0.0004) ..... : 4.6515
Fragment Correction(s) --> NONE : ---
Corrected Log Koc .................................. : 4.6515
Estimated Koc: 4.483e+004 L/kg <===========


4.8 Water solubility 
Endpoint study record: SV 2011/KS RL1/Water solubility 
	UUID 
	
	IUC5-48c5ef80-73a5-4a2f-8010-c82a239c4805 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-04 11:55:19 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP study following the study plan entitled "1,1,3,3-tetramethyl-1,3-divinyldisiloxane: Determination of the Water Solubility Using a Slow Stirring Method” and amendment # 1, signed 20 May 2011. The methods conducted during this test were not directly based on a guideline but were designed for this highly hydrophobic test item using the principle of slow stirring as described in OECD Guideline 123 (OECD 2006) and principle of water solubility testing described in OECD Guideline 105 (OECD 1995). 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Smithers Viscient 
	2011 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane: Determination of the Water Solubility Using a Slow Stirring Method 
	
	Smithers Viscient AG, Seestrasse 21, Postfach, CH-9326, Horn, Switzerland 
	1142.003.701 
	Anon. 
	
	2011-09-16 


Data access 
	data submitter is data owner 


Data protection claimed 
	yes, but willing to share 


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	equivalent or similar to 
	other guideline: OECD Guideline 123 (OECD 2006) & OECD Guideline 105 (OECD 1995) 
	no 


Principles of method if other than guideline 
	Procedures used during this study followed those described in the study plan entitled "1,1,3,3-tetramethyl-1,3-divinyldisiloxane: Determination of the Water Solubility Using a Slow Stirring Method” and amendment # 1, signed 20 May 2011. The methods conducted during this test were not directly based on a guideline but were designed for this highly hydrophobic test item using the principle of slow stirring as described in OECD Guideline 123 (OECD 2006) and principle of water solubility testing described in OECD Guideline 105 (OECD 1995). 


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	Common name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Purity 98.02 % 


Confidential details on test material 
	Name: 1,1,3,3-tetramethyl-1,3-divinyldisiloxane, Lot# 0006050568. 
The test item was received from Dow Corning Corporation, Midland, Michigan, USA on 17 November 2010.
Aggregation State at Room Temperature - Liquid, Colour - Colourless, Density @ 25°C = 0.809 g/mL
Expiry Date - 10 April 2013 


Details on methods 
	The procedures performed during this study represent an alternative method for the determination of the water solubility of a test item basing on the slow stirring method used for the determination of the partition coefficient (n-octanol/water) described in OECD Guideline 123 (OECD 2006). Testing was conducted in Milli-Q water at a given temperature (20°C).

This "slow stirring method" was designed for the determination of the water solubility of this highly hydrophobic test item. 

To a defined volume of Milli-Q water an adequate aliquot of the test item was added. The water solubility was determined after the build up of the equilibrium between the test item phase and water in a stirred reactor with temperature kept constant at 20 ± 0.5°C, and measuring the concentration in the water phase after equilibration by a gas chromatography method (GC). The slow stirring introduced only limited turbulence which enhanced the exchange between the test item phase and water without microdroplets being formed. 


Any other information on materials and methods incl. tables 
	The GC analysis was conducted using the following instrumental conditions:
	Column:
	Phenomenex ZB-5 MS,μm,30 m xmm;

	Acquisition time:
	15.33min (oven run time)

	Retention time:
	Approximately 3.8 min

	Injection volume:
	2.0 μL

	Injector temperature:
	250°C

	Flow mode:
	Constant pressure

	Carrier Gas:
	H2

	Splitflow
	10 mL/min

	Split/ Flow ratio
	Splitless time: 1.5 min

	Inlet pressure:
	76 kPa

	Oven program:
	50°C for 3 minutes, with 10°C/min to 90°C, with 30°C/min to 250°C, isotherm for 3 min

	Detector:
	FID

	Detector temperature:
	280°C

	Flow H2:
	35 mL/min

	Flow air:
	350 mL/min

	Flow N2make up-gas:
	30 mL/min





Results and discussions 
Water solubility 
	0.207 mg/L 

	Temp. 
	20 °C 

	Remarks 
	The average solubility of the test item based on the day 4, 5 and 6 results was 0.207 ± 0.019 mg a.i./L (RSD: 8.92%). 


Details on results 
	The temperature measured during the incubation period ranged from 19.8 to 20.0°C.
Quality control samples prepared each day resulted in recoveries of 92.3, 90.1 and 89.0%. 
This indicates that the measurements themselves were correct. 


Any other information on results incl. tables 
	Table - Water solubility of 1,1,3,3 -tetramethyl-1,3 -divinyldisiloxane at 20°C after 4, 5 and 6 days of equilibration in the "slow stirring" method reaction vessel.
	Measured Water Solubility (mg a.i./L) at 20°C

	Equilibration Time
	Test Flask
	Sample 1
	Sample 2
	Mean
	Overall Mean

	4 days
	1
	0.217
	0.205
	0.211
	

	
	2
	0.238
	0.166
	0.202
	

	
	3
	0.231
	0.169
	0.2
	

	
	
	
	Mean

(mg a.i./L)
	0.204
	

	
	
	
	SD
	0.0058
	

	
	
	
	RSD
	2.82%
	

	5 days
	1
	0.253
	0.224
	0.239
	

	
	2
	0.248
	0.222
	0.235
	

	
	3
	0.221
	0.191
	0.206
	

	
	
	
	Mean

(mg a.i./L)
	0.227
	

	
	
	
	SD
	0.018
	

	
	
	
	RSD
	7.91%
	

	6 days
	1
	0.178
	0.188
	0.183
	

	
	2
	0.2
	0.146
	0.173
	

	
	3
	0.219
	0.207
	0.213
	

	
	
	
	Mean

(mg a.i./L)
	0.19
	0.207

	
	
	
	SD
	0.021
	0.019

	
	
	
	RSD
	11.00%
	8.92%


SD = Standard Deviation
RSD = Relative Standard Deviation


Overall remarks, attachments 
Remarks on results including tables and figures 
	This was a slow-stir test that ran for 6 days. The substance is hydrolytically unstable:
		t1/2 pH5
	:
	= 12.1 hours at 10.1°C
= 3.69 hours at 25.1°C
= 2.21 hours at 34.9°C replicate I
= 2.23 hours at 34.9°C replicate II

	t1/2 pH7
	:
	= 23.7days at 10.4°C
= 5.8 days at 25.1°C
= 2.2 days at 34.9°C

	t1/2 pH9
	:
	= 24.1 hours at 10.3°C
= 2.63 hours at 25.0°C
= 0.894 hours at 34.9°C





As such, it is relevant to consider the water solubility predicted using the WSKOW and WATERNT submodels (0.55 and 0.14 mg/L, respectively; seemodelingsummary in this dossier). Since the WSKOW submodel was trained with no Si-materials, but the WATERNT submodel was trained with 19 materials, the value of 0.14 mg/L from WATERNT should be emphasized. The values of 0.207, 0.55 and 0.14 mg/L as estimates of water solubility are essentially the same.


Applicant's summary and conclusion 
Interpretation of results 
	slightly soluble (0.1-100 mg/L) 


Conclusions 
	The mean water solubility of the test substance was determined as 0.207 mg/L using a "slow stirring method" that was designed for the determination of the water solubility of this highly hydrophobic test item. The method used the principle of slow stirring as described in OECD Guideline 123 (OECD 2006) and principle of water solubility testing described in OECD Guideline 105 (OECD 1995). 


Endpoint study record: HYDROLYSIS PRODUCT/EpiSuite 2012/SS RL4/Water solubility 
	UUID 
	
	IUC5-db599189-ccc9-4346-b82d-bf4765aa2b45 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 08:50:20 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	no 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	5906-75-2 


Any other information on materials and methods incl. tables 
	Water Sol from Kow (WSKOW v1.42):
========================================
SMILES : O[Si](C=C)(C)C
CHEM : Dimethyl(vinyl)silanol
MOL FOR: C4 H10 O1 Si1
MOL WT : 102.21


Results and discussions 
Water solubility 
	19630 mg/L 

	Temp. 
	25 °C 


Any other information on results incl. tables 
	Water Sol from Kow (WSKOW v1.42) Results:
========================================
Water Sol: 1.963e+004 mg/L
---------------------------------- WSKOW v1.42 Results ------------------------
Log Kow (estimated) : 1.50
Log Kow (experimental): not available from database
Log Kow used by Water solubility estimates: 1.50
Equation Used to Make Water Sol estimate:
Log S (mol/L) = 0.796 - 0.854 log Kow - 0.00728 MW + Correction
(used when Melting Point NOT available)
Correction(s): Value
-------------------- -----
Alcohol, aliphatic 0.510
Log Water Solubility (in moles/L) : -0.717
Water Solubility at 25 deg C (mg/L): 1.963e+004


Endpoint study record: Water solubilityepiwin.003 
	UUID 
	
	IUC5-a1ad8436-904e-4905-ae57-160f8262d055 

	Dossier UUID 
	
	0 

	Author 
	
	wendykoch / Epona Associates, LLC / Willington / United States 

	Date 
	
	2012-12-19 13:38:56 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	2012 
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Type of method 
	other: estimated 


Principles of method if other than guideline 
	Water Sol from Kow (WSKOW v1.42) and WATERNT Program (v1.01) 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40



Results and discussions 
Water solubility 
	0.55 mg/L 

	Temp. 
	25 °C 

	Remarks 
	the WSKOW submodel was trained with no Si-materials and the WATERNT value is a more reliable value 



	0.14 mg/L 

	Temp. 
	25 °C 

	Remarks 
	the WATERNT submodel was trained with 19 materials and is a more reliable value than from the WSKOW model 


Details on results 
	Water Sol from Kow (WSKOW v1.42) Results:
========================================

Water Sol: 0.5584 mg/L

SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40
---------------------------------- WSKOW v1.42 Results ------------------------
Log Kow (estimated) : 5.96 
Log Kow (experimental): not available from database
Log Kow used by Water solubility estimates: 5.47 (user entered)

Equation Used to Make Water Sol estimate:
Log S (mol/L) = 0.693-0.96 log Kow-0.0092(Tm-25)-0.00314 MW + Correction

Melting Pt (Tm) = -99.70 deg C (Use Tm = 25 for all liquids)

Correction(s): Value
-------------------- -----
Linear Siloxane -0.380 [1 Si-O-Si unit(s)]

Log Water Solubility (in moles/L) : -5.524
Water Solubility at 25 deg C (mg/L): 0.5584



WATERNT Program (v1.01) Results:
===============================

Water Sol (v1.01 est): 0.14048 mg/L

SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40
-------+-----+--------------------------------------------+----------+---------
TYPE | NUM | WATER SOLUBILITY FRAGMENT DESCRIPTION | COEFF | VALUE 
-------+-----+--------------------------------------------+----------+---------
Frag | 4 | -CH3 [aliphatic carbon] |-0.3213 | -1.2851
Frag | 2 | =CH2 [olefinic carbon] |-0.4789 | -0.9578
Frag | 2 | =CH- or =C< [olefinc carbon] |-0.3646 | -0.7292
Frag | 2 | -Si- [silicon, aromatic or oxygen attach]| 0.0000 | 0.0000
Frag | 1 | -O- [oxygen, two silicon attach, linear] |-3.4000 | -3.4000
Const | | Equation Constant | | 0.2492
-------+-----+--------------------------------------------+----------+---------
Log Water Sol (moles/L) at 25 dec C = -6.1228
Water Solubility (mg/L) at 25 dec C = 0.14048






5 Environmental fate and pathways 
5.1 Stability 
5.1.1 Phototransformation in air 
Endpoint study record: Epiwin 2012/KS RL4/Phototransformation in air 
	UUID 
	
	IUC4-e191fac5-1467-374b-a8c8-c14411446a64 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-10-01 09:27:27 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	2012 
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Principles of method if other than guideline 
	estimated by calculation 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40



Study design 
Estimation method (if used) 
	AOP Program (v1.92) 
PHOTOCHEMICAL REACTION WITH OH RADICALS
- Concentration of OH radicals:
- Degradation rate constant: .0000000000532 cm³/(molecule*sec)
- Temperature for which rate constant was calculated: 25 deg C
- Computer programme: AOPWIN® ver. 1.92 





Results and discussions 
Any other information on results incl. tables 
	AOP Program (v1.92) Results:
===========================
------------------- SUMMARY (AOP v1.92): HYDROXYL RADICALS (25 deg C) --------
Hydrogen Abstraction = 0.5984 E-12 cm3/molecule-sec
Reaction with N, S and -OH = 0.0000 E-12 cm3/molecule-sec
Addition to Triple Bonds = 0.0000 E-12 cm3/molecule-sec
**Addition to Olefinic Bonds = 52.6000 E-12 cm3/molecule-sec
Addition to Aromatic Rings = 0.0000 E-12 cm3/molecule-sec
Addition to Fused Rings = 0.0000 E-12 cm3/molecule-sec
OVERALL OH Rate Constant = 53.1984 E-12 cm3/molecule-sec
HALF-LIFE = 0.201 Days (12-hr day; 1.5E6 OH/cm3)
HALF-LIFE = 2.413 Hrs
........................ ** Designates Estimation(s) Using ASSUMED Value(s)
------------------- SUMMARY (AOP v1.91): OZONE REACTION (25 deg C) -----------
OVERALL OZONE Rate Constant = 0.350000 E-17 cm3/molecule-sec
HALF-LIFE = 3.274 Days (at 7E11 mol/cm3)
HALF-LIFE = 78.583 Hrs
Experimental Database: NO Structure Matches
Fraction sorbed to airborne particulates (phi):
1.05E-007 (Junge-Pankow, Mackay avg)
7.48E-009 (Koa method)
Note: the sorbed fraction may be resistant to atmospheric oxidation 


5.1.2 Hydrolysis 
Endpoint study record: Miller 2012/KS RL1/Hydrolysis 
	UUID 
	
	IUC5-58996111-4ee4-44b8-8234-8fcac3d1ab7b 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2012-09-19 10:45:21 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Miller, JA 
	2012 
	Hydrolysis of 1,3-Diethenyl-1,1,3,3-tetramethyldisiloxane 
	
	
	HES 11903-102 
	
	
	2012-09-11 

	study report 
	Larson, PS 
	2011 
	Characterization of 14C-1,3-Diethenyl-1,1,3,3-tetramethyldisiloxane (14C-ViMe2Si)2O 
	
	
	Reference number 23532-36; HES 11902-102 
	
	
	


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 111 (Hydrolysis as a Function of pH) 
	


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Radiolabelling 
	yes 


Details on test material 
	14C-1,3-Diethenyl-1,1,3,3-tetramethyldisiloxane, radiochemical purity 96.3 area% 


Study design 
Analytical monitoring 
	yes 


Details on analytical methods 
	Measuring disappearance of 14C-labeled parent and formation of the degradation product as a function of time by direct flow scintillation analysis using high performance liquid chromatography (HPLC). Reactions were conducted in flame sealed borosilicate glass tubes to reduce volatilization and surface sorption. 


Buffers 
	The test system consisted of 0.005 M aqueous buffers made by titration of acetic acid with lithium hydroxide (pH 5), imidazole with hydrochloric acid (pH 7), and boric acid with lithium hydroxide (pH 9) 


Details on test conditions 
	The hydrolysis rates were obtained by measuring disappearance of parent substance and formation of the degradation product as a function of time
Nominal initial concentration = 64 ppb, corresponding to less than one-half the aqueous solubility (200 ppb). . Experiments were conducted in the range of temperature from 10 to 35 deg C.




Results and discussion 
Transformation products 
	yes 


Identity of degradation products 
	No. 
	Identifier 
	Identity 

	#1 
	CAS number 
	5906-75-2 

	#1 
	Common name 
	Dimethyl (vinyl) silanol 


Details on results 
	The OECD guideline preliminary test at 50 oC was not conducted since the test substance was expected to be hydrolytically unstable (t1/2 < 1 year). 

The average within-experiment solution recovery of 14C activity was ranged from 94% to 96% for reactions conducted at pH 5 and 9, while for pH 7 the recovery ranged from 73% to 85%. A gradual decrease in recovery was observed for pH 7, 25 oC and 35 oC to 74% and 79% over the 15 and 6 day experiments, respectively. The initial recoveries for the 10, 25, and 35 oC experiments at pH 7 ranged from 94 to 96% which showed that losses of parent material from solution occurred after flame sealing, during aging of the sample tubes. The recovery changes observed in the pH 7 systems were explained by exchange of test substance between the solution and the vapor phase in the vessel headspace, which was observed during these longer experiments. Consequently, non-linear regression analysis was used to obtain unbiased estimates of the test substance hydrolysis rate constants for the neutral pH experiments. Linear regression analysis was used to obtain rate constants for pH 5 and 9 experiments. 

The hydrolysis of 1,3-diethnyl-1,1,3,3-tetramethyldisiloxane was observed to follow first-order kinetics, was pH dependent, and showed stronger temperature dependence for pH ≤ 7. Energies of activation for the hydronium and hydroxide catalyzed reactions were estimated as 49.8 and 40.1 kJ mol-1, respectively, indicating greater temperature dependence of the former. The proposed hydrolysis product is dimethyl (vinyl) silanol. 


Any other information on results incl. tables 
		t1/2 pH5
	:
	= 12.1 hours at 10.1°C
= 3.69 hours at 25.1°C
= 2.21 hours at 34.9°C replicate I
= 2.23 hours at 34.9°C replicate II

	t1/2 pH7
	:
	= 23.7days at 10.4°C
= 5.8 days at 25.1°C
= 2.2 days at 34.9°C

	t1/2 pH9
	:
	= 24.1 hours at 10.3°C
= 2.63 hours at 25.0°C
= 0.894 hours at 34.9°C



	pH
	Temperature (oC)
	Rate Constant, k (h-1) 

	5.00 
	10.1
	5.73E-02

	5.00 
	25.1
	1.88E-01

	5.01 
	34.9
	3.14E-01

	5.00
	34.9
	3.11E-01

	7.01 
	10.4
	1.22E-03

	7.00 
	25.1
	4.98E-03

	6.98 
	34.9
	1.33E-02

	8.99 
	10.3
	2.88E-02

	9.01 
	25.0
	2.64E-01

	9.00 
	34.9
	7.75E-01





Applicant's summary and conclusion 
Conclusions 
	According to the definition put forth in the test guidelines, the test substance was observed to be hydrolytically unstable (t1/2<1 year) over a range of environmentally relevant pH conditions and temperature. 


5.2 Biodegradation 
5.2.1 Biodegradation in water: screening tests 
Endpoint study record: LPT 2002/KS RL1/Biodegradation in water, OECD 301D 
	UUID 
	
	IUC4-2dbeeba4-6dc1-326e-aa64-fa7867c1b7b1 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2011-10-21 14:17:39 EDT 

	Remarks 
	
	


Administrative Data 
	[] 
	
	

	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	Guideline study; GLP 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	2002 
	Examination of the Biodegradability (Closed Bottle Test) of Siloxane VSI2 
	
	Laboratory of Pharmacology and Toxicology KG 
	15476/6/02 
	
	
	2002-09-18 


Materials and methods 
Test type 
	ready biodegradability 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 301 D (Ready Biodegradability: Closed Bottle Test) 
	

	according to 
	EU Method C.4-E (Determination of the "Ready" Biodegradability - Closed Bottle Test) (Cited as Directive 92/69/EEC, C.4-E) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- 
CAS No. 2627-95-4 
Purity 99.3% 


Study design 
Oxygen conditions 
	aerobic 


Inoculum or test system 
	other: Secondary effluent from a treatment plant 


Duration of test (contact time) 
	28 d 


Initial test substance concentration 
	Initial conc. 
	Based on 

	2 mg/L 
	test mat. 


Reference substance 
	acetic acid, sodium salt 


Results and discussions 
% Degradation of test substance 
	%Degr. 
	St. dev. 
	Parameter 
	Sampling time 
	Remarks 

	0.9 
	
	
	28 d 
	


Details on results 
	Under the test conditions, no relevant biodegradability was determined for Siloxane VSI2 over the 28 day exposure period to a seconday effluent from a domestic sewage treatment plant. 


Applicant's summary and conclusion 
Interpretation of results 
	under test conditions no biodegradation observed 


Conclusions 
	Siloxane VSI2 was not readily biodegradable. 


5.3 Bioaccumulation 
5.3.1 Bioaccumulation: aquatic / sediment 
Endpoint study record: EpiSuite 2012/KS RL4/Bioaccumulation: aquatic / sediment 
	UUID 
	
	IUC5-024cb288-a795-46d1-836e-e906f4ae9731 

	Dossier UUID 
	
	0 

	Author 
	
	wendykoch / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-01-02 11:09:46 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Test conditions 
Any other information on materials and methods incl. tables 
	SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40


Results and discussions 
Bioaccumulation factor 
	Conc. in environment / dose 
	Type 
	Value 
	Basis 
	Time of plateau 
	Calculation basis 
	Remarks 

	
	BCF 
	1598 L/kg 
	
	
	
	


Any other information on results incl. tables 
	BCFBAF Program (v3.01) Results:
==============================
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40
--------------------------------- BCFBAF v3.01 --------------------------------
Summary Results:
Log BCF (regression-based estimate): 3.20 (BCF = 1.6e+003 L/kg wet-wt)
Biotransformation Half-Life (days) : 16.1 (normalized to 10 g fish)
Log BAF (Arnot-Gobas upper trophic): 4.10 (BAF = 1.25e+004 L/kg wet-wt)
Log Kow (experimental): not available from database
Log Kow used by BCF estimates: 5.36 (user entered)
Equation Used to Make BCF estimate:
Log BCF = 0.6598 log Kow - 0.333 + Correction
Correction(s): Value
No Applicable Correction Factors
Estimated Log BCF = 3.204 (BCF = 1598 L/kg wet-wt)
===========================================================
Whole Body Primary Biotransformation Rate Estimate for Fish:
===========================================================
------+-----+--------------------------------------------+---------+---------
TYPE | NUM | LOG BIOTRANSFORMATION FRAGMENT DESCRIPTION | COEFF | VALUE 
------+-----+--------------------------------------------+---------+---------
Frag | 4 | Methyl [-CH3] | 0.2451 | 0.9804
Frag | 6 | -C=CH [alkenyl hydrogen] | 0.0988 | 0.5931
Frag | 6 | -C=CH [alkenyl hydrogen] | 0.0000 | 0.0000
L Kow| * | Log Kow = 5.36 (user-entered ) | 0.3073 | 1.6474
MolWt| * | Molecular Weight Parameter | | -0.4780
Const| * | Equation Constant | | -1.5058
============+============================================+=========+=========
RESULT | LOG Bio Half-Life (days) | | 1.2058
RESULT | Bio Half-Life (days) | | 16.06
NOTE | Bio Half-Life Normalized to 10 g fish at 15 deg C |
============+============================================+=========+=========
Biotransformation Rate Constant:
kM (Rate Constant): 0.04316 /day (10 gram fish)
kM (Rate Constant): 0.02427 /day (100 gram fish)
kM (Rate Constant): 0.01365 /day (1 kg fish)
kM (Rate Constant): 0.007674 /day (10 kg fish)
Arnot-Gobas BCF & BAF Methods (including biotransformation rate estimates):
Estimated Log BCF (upper trophic) = 3.643 (BCF = 4393 L/kg wet-wt)
Estimated Log BAF (upper trophic) = 4.096 (BAF = 1.247e+004 L/kg wet-wt)
Estimated Log BCF (mid trophic) = 3.705 (BCF = 5069 L/kg wet-wt)
Estimated Log BAF (mid trophic) = 4.169 (BAF = 1.476e+004 L/kg wet-wt)
Estimated Log BCF (lower trophic) = 3.712 (BCF = 5158 L/kg wet-wt)
Estimated Log BAF (lower trophic) = 4.215 (BAF = 1.639e+004 L/kg wet-wt)
Arnot-Gobas BCF & BAF Methods (assuming a biotransformation rate of zero):
Estimated Log BCF (upper trophic) = 4.125 (BCF = 1.334e+004 L/kg wet-wt)
Estimated Log BAF (upper trophic) = 5.602 (BAF = 3.995e+005 L/kg wet-wt)


Endpoint study record: HYDROLYSIS PRODUCT/SS RL4/Bioaccumulation: aquatic / sediment 
	UUID 
	
	IUC5-035d5fe4-c513-406f-9e66-755fd7049a52 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 08:37:26 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	no 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	5906-75-2 


Test conditions 
Any other information on materials and methods incl. tables 
	BCFBAF Program (v3.01):
==============================
SMILES : O[Si](C=C)(C)C
CHEM : Dimethyl(vinyl)silanol
MOL FOR: C4 H10 O1 Si1
MOL WT : 102.21


Results and discussions 
Bioaccumulation factor 
	Conc. in environment / dose 
	Type 
	Value 
	Basis 
	Time of plateau 
	Calculation basis 
	Remarks 

	
	BCF 
	4.52 L/kg 
	
	
	
	


Any other information on results incl. tables 
	BCFBAF Program (v3.01) Results:
==============================
--------------------------------- BCFBAF v3.01 --------------------------------
Summary Results:
Log BCF (regression-based estimate): 0.65 (BCF = 4.52 L/kg wet-wt)
Biotransformation Half-Life (days) : 0.28 (normalized to 10 g fish)
Log BAF (Arnot-Gobas upper trophic): 0.59 (BAF = 3.9 L/kg wet-wt)
Log Kow (experimental): not available from database
Log Kow used by BCF estimates: 1.50
Equation Used to Make BCF estimate:
Log BCF = 0.6598 log Kow - 0.333 + Correction
Correction(s): Value
No Applicable Correction Factors
Estimated Log BCF = 0.655 (BCF = 4.516 L/kg wet-wt)
===========================================================
Whole Body Primary Biotransformation Rate Estimate for Fish:
===========================================================
------+-----+--------------------------------------------+---------+---------
TYPE | NUM | LOG BIOTRANSFORMATION FRAGMENT DESCRIPTION | COEFF | VALUE 
------+-----+--------------------------------------------+---------+---------
Frag | 2 | Methyl [-CH3] | 0.2451 | 0.4902
Frag | 3 | -C=CH [alkenyl hydrogen] | 0.0988 | 0.2965
Frag | 3 | -C=CH [alkenyl hydrogen] | 0.0000 | 0.0000
L Kow| * | Log Kow = 1.50 (KowWin estimate) | 0.3073 | 0.4601
MolWt| * | Molecular Weight Parameter | | -0.2621
Const| * | Equation Constant | | -1.5058
============+============================================+=========+=========
RESULT | LOG Bio Half-Life (days) | | -0.5523
RESULT | Bio Half-Life (days) | | 0.2803
NOTE | Bio Half-Life Normalized to 10 g fish at 15 deg C |
============+============================================+=========+=========
Biotransformation Rate Constant:
kM (Rate Constant): 2.473 /day (10 gram fish)
kM (Rate Constant): 1.39 /day (100 gram fish)
kM (Rate Constant): 0.7819 /day (1 kg fish)
kM (Rate Constant): 0.4397 /day (10 kg fish)
Arnot-Gobas BCF & BAF Methods (including biotransformation rate estimates):
Estimated Log BCF (upper trophic) = 0.591 (BCF = 3.9 L/kg wet-wt)
Estimated Log BAF (upper trophic) = 0.591 (BAF = 3.9 L/kg wet-wt)
Estimated Log BCF (mid trophic) = 0.473 (BCF = 2.971 L/kg wet-wt)
Estimated Log BAF (mid trophic) = 0.473 (BAF = 2.971 L/kg wet-wt)
Estimated Log BCF (lower trophic) = 0.438 (BCF = 2.74 L/kg wet-wt)
Estimated Log BAF (lower trophic) = 0.438 (BAF = 2.741 L/kg wet-wt)
Arnot-Gobas BCF & BAF Methods (assuming a biotransformation rate of zero):
Estimated Log BCF (upper trophic) = 0.629 (BCF = 4.252 L/kg wet-wt)
Estimated Log BAF (upper trophic) = 0.634 (BAF = 4.308 L/kg wet-wt)


5.4 Transport and distribution 
5.4.2 Henry's Law constant 
Endpoint study record: EpiSuite 2012/KS RL4/Henry's Law constant1 
	UUID 
	
	IUC5-dae2a4d8-38bf-4abc-a35b-a19b9bc0975c 

	Dossier UUID 
	
	0 

	Author 
	
	wendykoch / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-01-02 10:57:57 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Principles of method if other than guideline 
	The current version 4.10 of EPI Suite is known to underestimate Henry’s law constants of siloxanes significantly because it is trained with the unreliable Kochetkov data. Using the measured water solubility and vapor pressure, a Henry’s law constant (H=VP/WS*1/RT) can be calculated. 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2 
MOL WT : 186.40



Details on methods 
	HENRYWIN (v3.20) 


Results and discussions 
Henry's Law constant H 
	H 
	1490000 Pa m³/mol 

	Temp. (°C) 
	25 

	Remarks 
	Group Estimate: Incomplete 


Any other information on results incl. tables 
	HENRYWIN (v3.20) Program Results:
=============================
Bond Est : 3.07E-001 atm-m3/mole (3.11E+004 Pa-m3/mole)
Group Est: Incomplete
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40
--------------------------- HENRYWIN v3.20 Results --------------------------
----------+---------------------------------------------+---------+----------
CLASS | BOND CONTRIBUTION DESCRIPTION | COMMENT | VALUE
----------+---------------------------------------------+---------+----------
HYDROGEN | 12 Hydrogen to Carbon (aliphatic) Bonds | | -1.4361
HYDROGEN | 6 Hydrogen to Carbon (olefinic) Bonds | | -0.6029
FRAGMENT | 2 Cd=Cd | | 0.0000
FRAGMENT | 4 C-Si | ESTIMATE| 0.4800
FRAGMENT | 2 Cd-Si | ESTIMATE| 0.1200
FRAGMENT | 2 O-Si | ESTIMATE| 0.3400
----------+---------------------------------------------+---------+----------
RESULT | BOND ESTIMATION METHOD for LWAPC VALUE | TOTAL | -1.099
----------+---------------------------------------------+---------+----------
HENRYs LAW CONSTANT at 25 deg C = 3.07E-001 atm-m3/mole
= 1.26E+001 unitless
= 3.11E+004 Pa-m3/mole
--------+-----------------------------------------------+------------+--------
| GROUP CONTRIBUTION DESCRIPTION | COMMENT | VALUE
--------+-----------------------------------------------+------------+--------
| 2 Cd-H2 | | -0.82
| MISSING Value for: CdH (Si)
| MISSING Value for: UNTYPED(O)(C)(C)(Cd)
| MISSING Value for: O (Si)(Si)
| MISSING Value for: UNTYPED(Cd)(C)(C)(O)
| MISSING Value for: CdH (Si)
| MISSING Value for: CH3 (Si)
| MISSING Value for: CH3 (Si)
| MISSING Value for: CH3 (Si)
| MISSING Value for: CH3 (Si)
--------+-----------------------------------------------+------------+--------
RESULT | GROUP ESTIMATION METHOD for LOG GAMMA VALUE | INCOMPLETE | -0.82
--------+-----------------------------------------------+------------+--------
For Henry LC Comparison Purposes:
Exper Database: none available
User-Entered Henry LC: 1.470E+001 atm-m3/mole (1.489E+006 Pa-m3/mole)
Henrys LC [via VP/WSol estimate using User-Entered or Estimated values]:
HLC: 1.470E+001 atm-m3/mole (1.490E+006 Pa-m3/mole)
VP: 12.4 mm Hg (source: User-Entered)
WS: 0.207 mg/L (source: User-Entered)


Endpoint study record: EpiSuite 2012/KS RL4/Henry's Law constant2 
	UUID 
	
	IUC5-dca68adb-4404-444a-b742-145f5a27a378 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 09:51:06 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	2012 
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Any other information on materials and methods incl. tables 
	HENRYWIN (v3.20) Program:
=============================
SMILES : C=C[Si](O[Si](C=C)(C)C)(C)C
CHEM : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
MOL FOR: C8 H18 O1 Si2
MOL WT : 186.40
Physical Property Inputs:
Log Kow (octanol-water): 5.47 
Boiling Point (deg C) : 39.00 
Melting Point (deg C) : -99.70
Vapor Pressure (mm Hg) : 12.41 
Water Solubility (mg/L): 0.207 


Results and discussions 
Henry's Law constant H 
	H 
	31100 Pa m³/mol 

	Temp. (°C) 
	25 

	Remarks 
	Bond Estimate: 3.07E-001 atm-m3/mole; Group Estimate: Incomplete 


Any other information on results incl. tables 
	HENRYWIN (v3.20) Program Results:
==================================
Bond Est : 3.07E-001 atm-m3/mole (3.11E+004 Pa-m3/mole)
Group Est: Incomplete
--------------------------- HENRYWIN v3.20 Results --------------------------
----------+---------------------------------------------+---------+----------
CLASS | BOND CONTRIBUTION DESCRIPTION | COMMENT | VALUE
----------+---------------------------------------------+---------+----------
HYDROGEN | 12 Hydrogen to Carbon (aliphatic) Bonds | | -1.4361
HYDROGEN | 6 Hydrogen to Carbon (olefinic) Bonds | | -0.6029
FRAGMENT | 2 Cd=Cd | | 0.0000
FRAGMENT | 4 C-Si | ESTIMATE| 0.4800
FRAGMENT | 2 Cd-Si | ESTIMATE| 0.1200
FRAGMENT | 2 O-Si | ESTIMATE| 0.3400
----------+---------------------------------------------+---------+----------
RESULT | BOND ESTIMATION METHOD for LWAPC VALUE | TOTAL | -1.099
----------+---------------------------------------------+---------+----------
HENRYs LAW CONSTANT at 25 deg C = 3.07E-001 atm-m3/mole
= 1.26E+001 unitless
= 3.11E+004 Pa-m3/mole
--------+-----------------------------------------------+------------+--------
| GROUP CONTRIBUTION DESCRIPTION | COMMENT | VALUE
--------+-----------------------------------------------+------------+--------
| 2 Cd-H2 | | -0.82
| MISSING Value for: CdH (Si)
| MISSING Value for: UNTYPED(O)(C)(C)(Cd)
| MISSING Value for: O (Si)(Si)
| MISSING Value for: UNTYPED(Cd)(C)(C)(O)
| MISSING Value for: CdH (Si)
| MISSING Value for: CH3 (Si)
| MISSING Value for: CH3 (Si)
| MISSING Value for: CH3 (Si)
| MISSING Value for: CH3 (Si)
--------+-----------------------------------------------+------------+--------
RESULT | GROUP ESTIMATION METHOD for LOG GAMMA VALUE | INCOMPLETE | -0.82
--------+-----------------------------------------------+------------+--------
For Henry LC Comparison Purposes:
Exper Database: none available
User-Entered Henry LC: not entered
Henrys LC [via VP/WSol estimate using User-Entered or Estimated values]:
HLC: 1.470E+001 atm-m3/mole (1.490E+006 Pa-m3/mole)
VP: 12.4 mm Hg (source: User-Entered)
WS: 0.207 mg/L (source: User-Entered) 


5.4.3 Distribution modelling 
Endpoint study record: EpiSuite 2012/KS RL4/Distribution modelling 
	UUID 
	
	IUC5-b3eac078-ca1e-4cf4-81a5-0db178aeb7d2 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-25 21:53:45 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Model 
	Calculation according to Mackay, Level III 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Any other information on materials and methods incl. tables 
	Level III Fugacity Model (Full-Output):
=======================================
Chem Name : Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl-
Molecular Wt: 186.4
Henry's LC : 14.7 atm-m3/mole (calc VP/Wsol)
Vapor Press : 12.4 mm Hg (user-entered)
Log Kow : 5.36 (user-entered)
Soil Koc : 1.31e+003 (KOCWIN MCI method)


Results and discussions 
Percent distribution in media 
Air (%) 
	10.1 


Water (%) 
	84.4 


Soil (%) 
	1.81 


Sediment (%) 
	3.73 


Any other information on results incl. tables 
	Level III Fugacity Model (Full-Output):
=======================================
Mass Amount Half-Life Emissions
(percent) (hr) (kg/hr)
Air 10.1 4.55 1000
Water 84.4 139 1000
Soil 1.81 720 1000
Sediment 3.73 3.24e+003 0
Fugacity Reaction Advection Reaction Advection
(atm) (kg/hr) (kg/hr) (percent) (percent)
Air 1.85e-011 2.15e+003 141 71.6 4.7
Water 4.6e-005 589 118 19.6 3.94
Soil 7.29e-008 2.44 0 0.0812 0
Sediment 3.18e-005 1.12 0.105 0.0373 0.00349
Persistence Time: 46.7 hr
Reaction Time: 51.1 hr
Advection Time: 540 hr
Percent Reacted: 91.4
Percent Advected: 8.65
Half-Lives (hr), (based upon user-entry):
Air: 4.55
Water: 139.2
Soil: 720
Sediment: 3240
Advection Times (hr):
Air: 100
Water: 1000
Sediment: 5e+004 


Overall remarks, attachments 
Remarks on results including tables and figures 
	A user entered half-life for water (139.2 hrs) was employed in this moel run.


Endpoint study record: HYDROLYSIS PRODUCT/EpiSuite 2012/SS RL4/Distribution modelling 
	UUID 
	
	IUC5-9ffafbda-517b-4314-9ba1-d05865a7ff6f 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 08:51:46 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	estimated by calculation 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Not all programs within EPI Suite have been validated for chemicals that contain the element Si, but recent upgrades to the Kow and water solubility modules, found in the current version of EPI Suite (v4.10), give reasonable estimates for silanes and siloxanes. For example, KOWWIN (v1.68 in EPI v4.10) has 32 chemicals containing Si in its combined training and validation sets. The water solubility programs WSKOWWIN and WATERNT have 0 and 19 combined training/validation chemicals with Si, respectively. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	other: modeling 
	
	
	
	U.S. Environmental Protection Agency (U.S. EPA) (2012) Estimation Programs Interface Suite,™. for Microsoft® Windows, v4.10. United States Environmental Protection Agency, Washington, DC, USA. 
	
	
	
	
	


Materials and methods 
Model 
	Calculation according to Mackay, Level III 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	no 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	5906-75-2 


Any other information on materials and methods incl. tables 
	Level III Fugacity Model (Full-Output):
=======================================
Chem Name : Dimethyl(vinyl)silanol
Molecular Wt: 102.21
Henry's LC : 5.08e-005 atm-m3/mole (Henrywin program)
Vapor Press : 4.37 mm Hg (Mpbpwin program)
Log Kow : 1.5 (Kowwin program)
Soil Koc : 86 (KOCWIN MCI method)


Results and discussions 
Percent distribution in media 
Air (%) 
	0.587 


Water (%) 
	27.5 


Soil (%) 
	71.8 


Sediment (%) 
	0.146 


Any other information on results incl. tables 
	Level III Fugacity Model (Full-Output):
=======================================
Mass Amount Half-Life Emissions
(percent) (hr) (kg/hr)
Air 0.587 4.16 1000 
Water 27.5 360 1000 
Soil 71.8 720 1000 
Sediment 0.146 3.24e+003 0 
Fugacity Reaction Advection Reaction Advection
(atm) (kg/hr) (kg/hr) (percent) (percent)
Air 1.66e-011 1.16e+003 69.6 38.6 2.32 
Water 8.09e-010 627 326 20.9 10.9 
Soil 9.93e-009 818 0 27.3 0 
Sediment 7.01e-010 0.37 0.0346 0.0123 0.00115 
Persistence Time: 395 hr
Reaction Time: 455 hr
Advection Time: 3e+003 hr
Percent Reacted: 86.8
Percent Advected: 13.2
Half-Lives (hr), (based upon Biowin (Ultimate) and Aopwin):
Air: 4.159
Water: 360
Soil: 720
Sediment: 3240
Biowin estimate: 2.973 (weeks)
Advection Times (hr):
Air: 100
Water: 1000
Sediment: 5e+004




6 Ecotoxicological Information 
6.1 Aquatic toxicity 
6.1.1 Short-term toxicity to fish 
Endpoint study record: Drottar and Miller 2012/KS R1/Short-term toxicity to fish 
	UUID 
	
	IUC5-b0bc29d5-9905-4d81-abb5-c7fe8d5c4723 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-09-10 15:12:40 EDT 

	Remarks 
	
	



	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Drottar, K.R, and J.A. Miller 
	2012 
	Tetramethyldivinyldisiloxane (CAS No. 2627-95-4): Acute Toxicity to the Rainbow Trout (Oncorhynchus mykiss) Under Flow-Through Test Conditions. 
	
	Health and Environmental Sciences (HES), Dow Corning Corporation, 2200 W. Salzburg Road, Auburn, MI 48611 
	HES Study Number 11906-102 
	Silicones Environmental, Health and Safety Council, 2325 Dulles Corner Boulevard, Suite 500, Herndon, VA 20171 
	
	


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 203 (Fish, Acute Toxicity Test) 
	


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	Tetramethyldivinyldisiloxane (CAS No. 2627-95-4)
Supplied as Dow Corning(R) 4-2776 Fluid
Purity: 98%



Analytical monitoring 
	yes 


Details on sampling 
	Test concentration measured on Days 0, 2 and 4 


Details on analytical methods 
	Test concentration measured using GC-MS 


Vehicle 
	yes 


Details on test solutions 
	Dilution water source: Dechlorinated Bay City, MI municipal water
Dilution water chemistry: hardness – 137 mg/L as CaCO3, alkalinity – 70 mg/L as CaCO3, conductivity – 339 µmhos/cm and pH – 7.2
Stock and test solution and how they were prepared: Stock solution prepared in dimethylformamide (DMF). Solvent concentration in test solutions 0.1 mL DMF/L.
Concentrations dosing rate, flow-through rate, in what medium: Limit concentration 0.21 mg/L (Reported water solubility). Flow rate 7.2 volume additions/day
Vehicle/solvent and concentrations DMF, negative control, solvent control and 0.21 mg/L
Stability of the test chemical solutions: Stable under flow-through conditions
Water chemistry in test: DO ≥ 8.0 mg/L (76% of saturation), pH – 7.1 to 7.5



Test organisms 
Test organisms (species) 
	Oncorhynchus mykiss 


Details on test organisms 
	Species/Strain/Supplier: Oncorhynchus mykiss/ Thomas Fish Company, Anderson, CA
Test fish (age/length/weight, loading, pretreatment): 41 mm/0.50 g, 0.046 g/L/day, no pretreatment 


Study design 
Test type 
	flow-through 


Water media type 
	freshwater 


Limit test 
	yes 


Total exposure duration 
	96 h 


Test conditions 
Test temperature 
	12.0 to 12.5ºC 


pH 
	Water chemistry in test: pH – 7.1 to 7.5 


Dissolved oxygen 
	Water chemistry in test: DO ≥ 8.0 mg/L (76% of saturation) 


Nominal and measured concentrations 
	Nominal concentrations (as mg/L): 0.21 mg/L
Measured concentrations (as mg/L): 0.13 mg/L 


Details on test conditions 
	Exposure vessel type: 25-L polyethylene aquaria containing ≈ 15 L of test solution
Number of replicates, fish per replicate: Two replicates/treatment, 10 fish/replicate 


Results and discussions 
Effect concentrations 
	Duration 
	Endpoint 
	Effect conc. 
	Nominal/Measured 
	Conc. based on 
	Basis for effect 
	Remarks (e.g. 95% CL) 

	96 h 
	LC50 
	> 0.13 mg/L 
	meas. (arithm. mean) 
	test mat. 
	mortality 
	


Details on results 
	24, 48, 72 and 96-hour LC50 > 0.13 mg/L based on mean measured concentrations
Biological observations: All fish appeared normal (no abnormal responses)
Mortality: none in negative control, solvent control or test substance treatments
Any observations, such as precipitation that might cause a difference between measured and nominal values: All test solutions were clear and colorless 


Applicant's summary and conclusion 
Conclusions 
	The 96 hour-LC50 value for rainbow trout (Oncorhynchus mykiss) exposed to tetramethyldivinyldisiloxane was >0.13 mg/L, the functional limit of water solubility under the conditions of administration. 


6.1.3 Short-term toxicity to aquatic invertebrates 
Endpoint study record: Harlan 2013/KS RL1/Short-term toxicity to aquatic invertebrates 
	UUID 
	
	IUC5-d9f576c3-9637-49d2-b8e4-0188c0f8459a 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-25 10:49:02 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	Study period 
	2012 

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP guideline study (48-hour acute immobilization test used as a range-finder for the chronic toxicity test in daphnia). 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Parr, S.J. 
	2013 
	Tetramethyldivinyldisiloxane (CAS No.2627-95-4): Daphnia sp., 48-Hour Acute Immobilization Range-finding Test. 
	
	Harlan Laboratories Ltd. Shardlow Business Park Shardlow Derbyshire DE72 2GD UK 
	41203580 
	Silicones Environmental, Health and Safety Council 2325 Dulles Corner Boulevard Suite 500 Herndon VA 20171 UNITED STATES OF AMERICA 
	
	2013-05-13 


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 202 (Daphnia sp. Acute Immobilisation Test) 
	

	according to 
	EU Method C.2 (Acute Toxicity for Daphnia) 
	


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Test material form 
	other: clear, colorless liquid 


Details on test material 
	Identification: Tetramethyldivinyldisiloxane (CAS No.2627-95-4)
Description: clear colorless liquid
Batch: 0006050568
Purity: 98%



Analytical monitoring 
	yes 


Details on sampling 
	Water samples were taken from the controls and all treatment groups at 0 and 48 hour. 


Details on analytical methods 
	Samples were analyzed on the day of sampling by using headspace gas chromatography (GC). 


Vehicle 
	yes 


Details on test solutions 
	Stock solutions preparation (vehicle, solvent, concentrations) and stability:
Nominal test concentrations were 0.013, 0.026, 0.053, 0.11 and 0.21 mg/L. The highest test concentration chosen was the reported water solubility of tetramethyldivinyldisiloxane. Stock solutions were prepared by dissolving the test article in DMF and further diluting the solvent stock solutions until the above nominal concentrations were achieved. The concentration of DMF in the solvent control and all treatment groups was 100 µL/L. The concentration and stability of the test item in the test preparations were verified by chemical analysis at 0 and 48 hours.



Test organisms 
Test organisms (species) 
	Daphnia magna 


Details on test organisms 
	o Source, supplier, any pretreatment, breeding method: Daphnia magna were obtained from in-house laboratory cultures. Adult Daphnia were maintained in 150 mL glass beakers containing Elendt M7 medium in a temperature controlled room at approximately 20 degC. The lighting cycle was controlled to give a 16 hours light and 8 hours darkness cycle with 20 minute dawn and dusk transition periods. Each culture was fed daily with a mixture of algal suspension and Tetramin® flake food suspension. Culture conditions ensured that reproduction was by parthenogenesis. 

o Age at study initiation: < 26 hours old



Study design 
Test type 
	static 


Water media type 
	freshwater 


Total exposure duration 
	48 h 


Test conditions 
Test temperature 
	21 deg C 


pH 
	pH of prepared Elendt M7 media: 8.0 ± 0.2

o Water chemistry in test (pH), in the control, and at least one concentration where effects were observed: Measured in each test chamber at 0 and 48 hours. Over a 48 hour period, pH ranged from 7.9 to 8.0 in the controls and 7.9 to 8.1 in the treatment groups. 


Dissolved oxygen 
	o Water chemistry in test (D.O.), in the control, and at least one concentration where effects were observed: Measured in each test chamber at 0 and 48 hours. Over a 48 hour period, D.O in the controls ranged from 8.6 to 9.0 mg∙O2/L and 8.5 to 9.0 mg∙O2/L in the treatment groups. 


Nominal and measured concentrations 
	Nominal Concentrations: Control, Solvent Control, 0.013, 0.026, 0.053, 0.11 and 0.21 mg/L
Geometric mean: Control, Solvent Control, 0.0035, 0.011, 0.023, 0.0075 and 0.10 mg/L 


Details on test conditions 
	o Control group: Control (Elendt M7 medium), Solvent Control (Elendt M7 medium plus 100 µL/L dimethylformamide (DMF))

o Exposure vessel type (e.g., size, headspace, sealed, aeration, # per treatment): Completely filled and sealed 100 mL glass stoppered conical flasks containing approximately 100 mL of test solution. One replicate per treatment group. 

o Dilution water source: Reconstituted water (Elendt M7 medium)

o Dilution water chemistry (hardness, alkalinity, pH, TOC, TSS, salinity, Ca/Mg ration, Na/K ratio): pH of prepared Elendt M7 media: 8.0 ± 0.2

o Lighting (quality, intensity, and periodicity): Photoperiod of 16 hours light and 8 hours darkness with 20 minute dawn and dusk transition periods with a light intensity ranging from 634 to 668 lux.

• Test design (number of replicates, individuals per replicate): One replicate per treatment, 10 individuals per replicate. 


Results and discussions 
Effect concentrations 
	Duration 
	Endpoint 
	Effect conc. 
	Nominal/Measured 
	Conc. based on 
	Basis for effect 
	Remarks (e.g. 95% CL) 

	48 h 
	EC50 
	> 0.1 mg/L 
	meas. (geom. mean) 
	test mat. 
	mobility 
	

	24 h 
	EC50 
	> 0.1 mg/L 
	meas. (geom. mean) 
	test mat. 
	mobility 
	

	48 h 
	NOEC 
	0.1 mg/L 
	meas. (geom. mean) 
	test mat. 
	mobility 
	


Details on results 
	• Biological observations:
o Number immobilized as compared to the number exposed:
After 48 hours, 10% (1 out of 10 daphnids) were immobilized in the Control, 0.023 and 0.0075 mg/L geometric mean measured test concentrations. 
o Concentration response with 95% confidence limits: No
o Was control response satisfactory (yes/no/unknown): Yes

Analysis of the freshly prepared test media at 0-hour of the No Observed Effect Concentration (nominal concentration of 0.21 mg/L) showed a measured concentration of 0.16 mg/L. A decline in measured concentration was observed at 48-hours to 0.062 mg/L. This decline was considered to be due to the unstable nature of the test item and / or losses through volatilization. Given this decline in measured test concentrations it was considered justifiable to base the results on the geometric mean measured test concentrations of the test media. 


Any other information on results incl. tables 
		Geometric Mean Measured

Concentration

(mg/L)
	Cumulative ImmobilizedDaphnia

(Initial Population: 10 Per Replicate)

	
	24 Hours
	48 Hours

	Control
	0
	1

	Solvent Control
	0
	0

	0.0035
	0
	0

	0.011
	0
	0

	0.023
	0
	1

	0.0075
	0
	1

	0.10
	0
	0





Applicant's summary and conclusion 
Conclusions 
	The 48-Hour EC50 based on the geometric mean measured test concentrations was greater than 0.10 mg/L and correspondingly the No Observed Effect Concentration was 0.10 mg/L. 


Endpoint study record: LPT 2003/RL3/Short-term toxicity to aquatic invertebrates, OECD 202 
	UUID 
	
	IUC4-e0570cc9-b66a-3d6e-8b51-7ea3942b024a 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-26 13:06:46 EDT 

	Remarks 
	
	


Administrative Data 
	[] 
	
	

	Purpose flag 
	robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	3 (not reliable) 

	Rationale for reliability incl. deficiencies 
	The substance was tested in excess of the water solubility limit of 0.21 mg/L. The measured concentrations were only 5% of the nominal concentrations due to poor solubility of the test compound. The tested concentrations exceeded the predicted solubility, and the formation of an emulsion (which can not be filtered out) or a dispersion cannot be ruled out. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	2003 
	Examination of Siloxane VSI2 in an Acute Immobilisation Test in Daphnia Magna 
	
	Laboratory of Pharmacology and Toxicology KG 
	15426/6/02 
	
	
	2003-05-21 


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 202 (Daphnia sp. Acute Immobilisation Test) 
	

	according to 
	EU Method C.2 (Acute Toxicity for Daphnia) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- 
CAS No. 2627-95-4 
Purity 99.3% 


Analytical monitoring 
	yes 


Details on analytical methods 
	Measurement of test concentrations in each test chamber at test initiation and test termination. Test concentrations were measured by DOC. The measured concentrations of the 48 hour samples were 5% of the theoretical concentration due to the low solubility of the test substance. Nominal concentrations were used for the biological assessment. 


Details on test solutions 
	- Stock solution with nominal 100 mg/L; adequate volumes from the stock solution to prepare other test concentrations
- Test substance was not very soluble in water. A test medium of the highest test concentration of nominal 100 mg/L was prepared by suspending 100 mg of the test substance into 1 liter of water and shaking for approx. 48 hours. The supersaturated stock suspension was filtered to remove undissolved test substance. This stock solution was used for preparation of the lower concentrated test medium.





Test organisms 
Test organisms (species) 
	Daphnia magna 


Details on test organisms 
	TEST ORGANISM
- Common name: Daphnia magna
- Strain: STRAUSS/IRCHA
- Source: LPT Laboratory of Pharmacology and Toxicology KG
- Age at study initiation (mean and range, SD): 6-24h, laboratory bred

ACCLIMATION
- Acclimation period: at least one week



Study design 
Test type 
	static 


Limit test 
	yes 


Total exposure duration 
	48 h 


Test conditions 
Hardness 
	250 mgCaCO3/L 


Test temperature 
	20°C± 1°C 


pH 
	pH was measured at the start and at the end of the study in each test vessel 


Dissolved oxygen 
	Dissolved oxygen concentration was measured at the start and at the end of the study in each test vessel 


Nominal and measured concentrations 
	Nominal concentrations in mg/L: 0 (control), 2.15, 4.64, 10.0, 21.5, 46.4 and 100 mg/L 


Details on test conditions 
	TEST SYSTEM
- Test vessel: 50-mL all glass vessels 
- No. of organisms per vessel: 5
- No. of vessels per concentration (replicates): 4
- No. of vessels per control (replicates): 4

TEST MEDIUM / WATER PARAMETERS
- Source/preparation of dilution water: reconstituted, aerated fully demineralised water, resalting was carried out
- Alkalinity: 0.8 mmol/L
- Ca/mg ratio: ratio CaCl2 2.00 mmol/L; MgSO4 0.50 mmol/L; ratio Ca/Mg ions 4:1
- Intervals of water quality measurement: at study initiation and termination
- Other: NaHCO3 0.77 mmol/L; KCl 0.077 mmol/L; ; ratio Na/K ions 10.1

OTHER TEST CONDITIONS
- Adjustment of pH: no
- Photoperiod: 16 hours light; 8 hours dark
- Light intensity: white type fluorescent light; approx. 500 Lux 




Results and discussions 
Effect concentrations 
	Duration 
	Endpoint 
	Effect conc. 
	Nominal/Measured 
	Conc. based on 
	Basis for effect 
	Remarks (e.g. 95% CL) 

	48 h 
	NOEC 
	< 2.15 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	48 h 
	EC0 
	2.15 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	48 h 
	EC50 
	23 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	48 h 
	EC100 
	100 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	24 h 
	EC0 
	21.5 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	24 h 
	EC50 
	> 100 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	24 h 
	EC100 
	> 100 mg/L 
	nominal 
	test mat. 
	other: mortality and immobilization 
	

	24 h 
	NOEC 
	2.15 
	nominal 
	test mat. 
	other: mortality and immobilization 
	


Details on results 
	Analytical results at the end of the exposure period were 5% of the theoretical concentration due to the low solubility of the test substance. The reported biological results are related to nominal concentrations.

The test substance does have a high volatility from aqueous solutions and no efforts were made to adapt the test system to minimize the loss of substance. 


Any other information on results incl. tables 
	Cumulative Immobilization
	Concentration
(mg/L)
	Number Dead or Immobile/Number Exposed
	Percent Dead or Immobile

	
	24 hr
	48 hr
	24 hr
	48 hr

	Control
	0/40
	2/40
	0
	5

	2.15
	0/20
	1/20
	0
	5

	4.64
	1/20
	3/20
	5
	15

	10.0
	0/20
	1/20
	0
	10

	21.5
	2/20
	10/20
	10
	50

	46.4
	11/20
	18/20
	55
	90

	100
	5/20
	20/20
	25
	100


The measured concentrations are of very limited value as they were all below the LOQ. They only confirm the low solubility of the test item.
Actual test substance concentration in the exposure medium:
	Test Substance Conc.
	DOC-concentration in mg/L

	(nominal)(mg/L)
	Theoretical
	Actual

	
	
	Start
	48 hr

	2.15
	1.1
	<1.0**
	<1.0**

	4.64
	2.4
	1.0*
	1.0*

	10.0
	5.2
	1.0*
	1.2*

	21.5
	11.1
	1.2*
	1.0*

	46.4
	23.9
	1.0*
	<1.0*

	100
	51.5
	1.2*
	1.4*


Analytical method: DOC
*Limit of quantification (LOQ) approx. 10 mg/L (due to the experience from DOC measurements at LPT)
**Detection limit (LOQ)


Overall remarks, attachments 
Remarks on results including tables and figures 
	The test was conducted at concentrations known to be at or well in excess of the water solubility. The guidelines discourage testing in excess of the water solubility. All of the effects seen were at concentrations exceeding the water solubility. The test material (a liquid at room temperature) was shaken for 48 hours, then filtered. Given the concentrations estimated from DOC measurements (stated to be 5% of nominal), all test vessels were at (lowest concentration only) or in excess of the water solubility (all other treatments). From the data shown, there would have been undissolved test material present, which is known to foul and entrap daphnids. Also, the data shows that immobility occurred in 5% of the daphnids in the lowest treatment (~0.1 mg/L test material, close to the water solubility), which was equal to the controls. The results of this test likely show no toxicity at the water solubility and effects seen are likely due to undissolved test material fouling the daphnids.


Applicant's summary and conclusion 
Conclusions 
	The 48-hour EC50 for Daphnia magna was 23 mg/L. The NOEC was < 2.15 mg/L 


6.1.4 Long-term toxicity to aquatic invertebrates 
Endpoint study record: Harlan 2013/KS RL1/Long-term toxicity to aquatic invertebrates 
	UUID 
	
	IUC5-6e30b319-23fd-4c3d-a1a9-00c73eb94d80 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-04 12:33:03 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	2013 
	1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS No. 2627-95-4): Daphnia magna Reproduction Test (OECD 211, of Method C.20 of Commission Regulation (EC) No. 440/2008) 
	Harlan Laboratories Ltd. Shardlow Business Park, Shardlow, Derbyshire DE72 2GD, UK 
	Harlan Laboratories Ltd. 
	41104194 
	Silicones Environmental, Health and Safety Council 2325 Dulles Corner Boulevard Suite 500 Herndon VA 20171 UNITED STATES OF AMERICA 
	
	2013-09-04 


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 211 (Daphnia magna Reproduction Test) 
	

	according to 
	EU Method C.20 (Daphnia magna Reproduction Test) 
	


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	Identification: Tetramethyldivinyldisiloxane (CAS No.2627-95-4)
Description: clear colorless liquid
Batch: 0006050568
Purity: 98.0 % 
Expiry / retest date: 10 April 2013
Storage conditions: room temperature in the dark
Test Item half-life: 5.8 days at pH 7.0 at 25°C




Analytical monitoring 
	yes 


Details on sampling 
	Analysis of the freshly prepared test media for nominal test concentration was conducted on Days 0, 5, 8, 12, 15 and 20 and analysis of the old or expired media was conducted on Days 1, 6, 9, 13, 16 and 21.

The numbers of live and dead adult Daphnia and young daphnids (live and dead) were determined daily. 


Vehicle 
	yes 


Details on test solutions 
	The test item solutions were prepared by initially dissolving 1000 mg of test item in a final volume of 100 mL of dimethylformamide. Aliquots (1.3, 2.6, 5.3, 11 and 21 mL) of this initial stock solution were each separately added to a final volume of 100 mL of dimethylformamide to give the further solvent stock solutions of 13, 26, 53, 110 and 210 mg/ 100 mL. An aliquot (200 µL) of the 13, 26, 53, 110 and 210 mg/ 100 mL solvent stock solutions were then each separately dispersed with the aid of a magnetic stirrer for approximately 5 minutes in a final volume of 2 liters of Elendt M7 media to give the 0.013, 0.026, 0.053, 0.11 and 0.21 mg/L test concentrations. 



Test organisms 
Test organisms (species) 
	Daphnia magna 


Details on test organisms 
	Daphnia magna of the 1st instar derived from in-house laboratory cultures were used.

Animal Husbandry:

-Environment
Water Temperature: 20 ± 1 deg C
Lighting: Sixteen hours of continuous artificial light and eight hours continuous darkness with a 20 minute dawn and dusk transition period. 

-Housing: Animals were single housed in 150 ml glass beakers.

-Water and Diet: The animals were maintained in a reconstituted water (Elendt M7 medium). The daphnids were fed a mixture of algal suspension of Desmodesmus subspicatus and fish food suspension, details of which were documented in the data. Culture conditions ensure that reproduction was by parthenogenesis. Cultures containing gravid adults had any young daphnids removed at a time during the day prior to initiation of the test such that the young daphnids produced overnight were equal to or less than 24 hours old. The diet and diluent water were considered not to contain any contaminant that would affect the integrity or outcome of the study.

-Allocation: Animals were selected at random from the total number collected. At the start of the test the 1st instar daphnids were less than 24 hours old but not first brood progeny.

-Loading: One 1st instar daphnid per vessel. Ten animals individually held for each test concentration and control series. 


Study design 
Test type 
	semi-static 


Limit test 
	no 


Total exposure duration 
	21 d 


Test conditions 
Nominal and measured concentrations 
	Nominal test concentrations: 0.013, 0.026, 0.053, 0.11 and 0.21 mg/L (concentrations chosen based on the results of an acute toxicity test (Harlan Study Number: 41203580) and a preliminary range-finding test. The high dose (0.21 mg/L) is the limit of solubility.
Measured test concentrations: see Results



Details on test conditions 
	TEST SYSTEM
- Test vessel: 150 ml glass beakers
- Type: open
- Aeration: no
- Renewal rate of test solution (frequency/flow rate): Due to the unstable and volatile nature of the test item, the test solutions were renewed daily. 
- No. of organisms per vessel: 1
- No. of vessels per concentration (replicates): 10
- No. of vessels per control (replicates): 10
- No. of vessels per vehicle control (replicates): 10

OTHER TEST CONDITIONS
- Adjustment of pH: no
- Photoperiod: Sixteen hours of continuous artificial light and eight hours continuous darkness with a 20 minute dawn and dusk transition period. 
- Light intensity: at a light intensity not exceeding 1000 lux
-Feeding: The Daphnia are fed daily with a mixture of algal suspension and Tetramin® flake food suspension.

EFFECT PARAMETERS MEASURED (with observation intervals if applicable): The following observations are to be made daily:
-Any mortalities observed in the parental (P1) generation for the control and test groups. The general size and condition of the parental generation in the test groups are assessed by comparison with the controls.
-The appearance of eggs or young in the brood pouch is recorded.
-The number of offspring produced by each parent animal are removed and counted each day from the appearance of the first brood, to prevent them using food intended for the adults. The general condition of the young in the test groups are assessed by comparison with the controls and the number of aborted eggs counted.
-Observations of the test item preparations.
-Temperature and light intensity are recorded.
-pH and dissolved oxygen of the control and test vessels are measured.
-At the end of the test, the length of each parent animal will be determined (ie body length excluding the anal spine).
-Once per week the water hardness will be determined in the controls and highest surviving test concentration.

VEHICLE CONTROL PERFORMED: yes




Reference substance (positive control) 
	no 


Any other information on materials and methods incl. tables 
	Validation Criteria: The test is considered valid if the following criteria are achieved:
-Mortality in the controls should not exceed 20% at the end of the test.
-Dissolved oxygen should remain >3 mg O2/l throughout the test.
-pH of the controls should be within the range 6 – 9 pH units and not vary by >1.5 units throughout the test.
-The mean number of live young produced per adult surviving in the controls at the end of the test must be >=60.
-The coefficient of variation around the mean number of living offspring produced per parent animal in the control should be <=25%.


Results and discussions 
Effect concentrations 
	Duration 
	Endpoint 
	Effect conc. 
	Nominal/Measured 
	Conc. based on 
	Basis for effect 
	Remarks (e.g. 95% CL) 

	21 d 
	EC50 
	> 0.12 mg/L 
	meas. (TWA) 
	test mat. 
	immobilisation 
	

	21 d 
	EC50 
	> 0.12 mg/L 
	meas. (TWA) 
	test mat. 
	reproduction 
	

	21 d 
	LOEC 
	> 0.12 mg/L 
	meas. (TWA) 
	test mat. 
	immobilisation 
	

	21 d 
	NOEC 
	0.12 mg/L 
	meas. (TWA) 
	test mat. 
	immobilisation 
	


Details on results 
	

Lethal Effects on the Parental Generation (P1): Single daphnids were observed to be immobilized in the control and 0.062 mg/L test groups, and 2 daphnids were observed to be immobilized in the solvent control, 0.0074, 0.015, 0.030 and 0.12 mg/L test groups based on time-weighted mean measured test concentrations. However as these values equate to less than or equal to 20 % immobilization, and do not follow a concentration-dependent pattern, they are not thought to be true toxic effects of the test item. It was not possible to calculate the EC50 value of the test since less than 50% mortality was observed at the highest test concentration of 0.12 mg/L based on time-weighted mean measured test concentrations. 

The 21-Day EC50 (immobilization) value based on the time-weighted mean measured test concentrations of the test media, for the parental Daphnia generation (P1) was estimated to be greater than 0.12 mg/L.

Sublethal Effects on the Parental Generation (P1): The 21-Day EC50 (reproduction) value based on the time-weighted mean measured test concentrations of the test media was estimated to be greater than 0.12 mg/L. Analysis of the data obtained on Day 21 showed that the numbers of live young produced per adult by the controls and solvent controls were not significantly different (P>=0.05), and in further analyses the pooled controls were not significantly different (P>=0.05) from each test group. After 21 days the length of each surviving adult was determined, and there were no statistically significant differences (P>= 0.05) between the control and solvent control groups, and in further analyses statistically significant differences were not observed between the pooled controls and each test group in terms of length of the daphnids after 21 days exposure to the test item. 

Effects on the Filial Generation (F1): Information on the effects of the test item on the F1 generation is limited, since, by study design, the young are removed soon after liberation from the brood pouch. However, an assessment made at each media renewal showed the "filial" daphnids produced by all the test groups were in the same general condition as the young produced by the control and solvent controls over the duration of the test. Young were first produced in the control and solvent control test group on Day 8 of the test. Young were first produced in the test concentrations on Day 9 of the test. There were no unhatched eggs and dead young in all control and treatment groups surviving to maturation.

The "Lowest Observed Effect Concentration" based on time-weighted mean-measured test concentrations was considered to be greater than 0.12 mg/l on the basis that at this test concentration no significant mortalities (immobilization) were observed in the parental generation (P1) and that there were no significant differences (P>=0.05) between the solvent control and the 0.12 mg/l test group in terms of numbers of live young produced per adult by Day 21.

The "No Observed Effect Concentration" based on time-weighted mean-measured test concentrations was considered to be 0.21 mg/L on the basis that at this test concentration there were no significant mortalities (immobilization) observed in the parental generation (P1), and that there were no significant differences (P>=0.05) between the solvent control and the 0.12 mg/L test group in terms of numbers of live young produced per adult by Day 21.

The "Maximum Acceptable Toxicant Concentration" was calculated to be 0.12 mg/L.



Any other information on results incl. tables 
	Analysis of the test data showed that the “No Observed Effect Concentration” (NOEC) for the test period based on nominal test concentrations was 0.21 mg/L. Analysis of the freshly prepared test media for the “No Observed Effect Concentration” (NOEC) of 0.21 mg/L nominal test concentration on Days 0, 5, 8, 12, 15 and 20 showed that measured test concentrations of 0.21, 0.13, 0.13, 0.17, 0.17 and 0.17 mg/L were obtained, respectively. This declined in the old or expired media on Days 1, 6, 9, 13, 16 and 21 mg/L to 0.11, 0.065, 0.064, 0.096, 0.012 and 0.10 mg/L, respectively. This was considered to be due to the volatile and unstable nature of the test item. It was therefore considered justifiable to base the results on the time-weighted mean measured test concentrations of the test media to give a “worst case” analysis of the data. The time-weighted mean measured concentration for the 0.21 mg/L nominal test concentration was calculated to be 0.12 mg/L.
	Nominal Concentration
(mg/L)
	Measured Concentrations
(mg/L)
	Time-Weighted Mean Measured Concentration (mg/L)

	0.013
	0.0045 – 0.011
	0.0074

	0.026
	0.0084 – 0.023
	0.015

	0.053
	0.014 – 0.051
	0.030

	0.11
	0.033 – 0.102
	0.062

	0.21
	0.064 – 0.21
	0.12


Summary of Findings Following the Exposure ofDaphnia magnafor 21 Days
	Time-Weighted Mean Measured Concentration
(mg/L)
	%
Survival
of P1
	Number of
Live Young*
	Number of
Dead Young
	Number of
Unhatched Eggs

	
	
	Total
	Per Female
(cumulative)
	Total
	Per Female
(cumulative)
	Total
	Per Female
(cumulative)

	Control
	90
	1075
	119
	0
	0
	0
	0

	Solvent Control
	80
	866
	108
	0
	0
	0
	0

	0.0074
	80
	795
	99
	0
	0
	0
	0

	0.015
	80
	816
	102
	0
	0
	0
	0

	0.030
	80
	748
	94
	0
	0
	0
	0

	0.062
	90
	906
	101
	0
	0
	0
	0

	0.12
	80
	744
	93
	0
	0
	0
	0


*The number of live young per live adult at Day 21


6.1.5 Toxicity to aquatic algae and cyanobacteria 
Endpoint study record: Dow Corning 2011/KS RL1/Toxicity to aquatic algae and cyanobacteria 
	UUID 
	
	IUC5-f5417196-1b96-43ec-90d8-38d568606e10 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-07-09 13:20:22 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Renee L. Jezowski 
	2011 
	Tetramethyldivinyldisiloxane (CAS Number 2627-95-4): Toxicity to the Freshwater Alga (Pseudokirchneriella subcapitata) Under Closed Bottle Test Conditions 
	
	Dow Corning Corporation Health and Environmental Sciences (HES) 2200 W. Salzburg Road Auburn, MI 48611 
	HES Study Number 11904-102 
	Silicones Environmental, Health and Safety Council. 2325 Dulles Corner Boulevard, Suite 500, Herndon, VA 20171 
	
	


Materials and methods 
Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 201 (Alga, Growth Inhibition Test) 
	


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	Tetramethyldivinyldisiloxane (CAS Number 2627-95-4)
Water solubility – 0.21 mg/L
Purity: 98% 


Analytical monitoring 
	yes 


Details on sampling 
	Prior to test initiation, a sample was collected from the primary stock prepared in DMF. Samples were collected from one analytical replicate for each treatment group. An additional analytical replicate containing the test medium without algae was sampled from the 0.32 mg/L treatment group on Days 1, 2, and 3. 


Details on analytical methods 
	Stability and concentration verification was determined daily using GC/MS. 


Details on test solutions 
	oGrowth/test medium chemistry: Algal Assay Medium (ASTM E 1218-04) with two exceptions: 1) The concentration of NaHCO3 was increased from 15 mg/L to 300 mg/L to supply needed CO2 in a closed bottle system, and 2) The pH of the medium was adjusted to 7.1. 

oDilution water source: Sterile Milli-Q water

oStock solutions preparation: The nominal test concentrations were 0.020, 0.040, 0.080, 0.16 and 0.32 mg/L. Due to low analytical recoveries of tetramethyldivinyldisiloxane, the algae were exposed to concentrations above the level of solubility (0.21 mg/L). Stock solutions were prepared by dissolving the test article in dimethylformamide (DMF). Stock solutions were then added to algal assay medium. The concentration of DMF in the solvent control and all treatment groups was 0.1 mL/L. 


Test organisms 
Test organisms (species) 
	Pseudokirchnerella subcapitata 


Details on test organisms 
	Species/strain # and source: Pseudokirchneriella subcapitata/Strain UTEX 1648, University of Texas at Austin
Initial Density 5,000 cells/mL 


Study design 
Test type 
	static 


Total exposure duration 
	72 h 

	Remarks 
	This study consisted of two trials. In-life portion of the initial test was conducted from October 10, 2011 to October 13, 2011. In-life portion of the repeat test was conducted from November 15, 2011 to November 18, 2011. 


Test conditions 
Test temperature 
	Temperature was measured in a beaker of water adjacent to shakers in incubator daily. 
23.8 to 24.1deg C 


pH 
	Measurements of pH were completed on bulk preparations of each treatment group at test initiation and each test vessel at termination. Measurements of pH at test initiation ranged from 7.0 to 7.5. On Day 1 and 2, pH in the flasks that contained algae ranged from 6.9 to 7.1 and from 6.9 to 7.2, respectively. At test termination, pH in the flasks that contained algae ranged from 7.3 to 9.4. The pH of media blanks and the analytical replicate without algae ranged from 6.6 to 7.7. 


Nominal and measured concentrations 
	Nominal test concentrations in initial test: Negative control, Solvent control, 0.020, 0.040, 0.080, 0.16 and 0.32 mg/L
Nominal test concentrations in repeat test: Negative control, Solvent control, 0.020, 0.040, 0.080, 0.16, and 0.32 mg/L
Geometric mean measured concentrations: < LOQ, < LOQ, 0.0064, 0.015, 0.029, 0.061 and 0.12 mg/L 


Details on test conditions 
	oExposure vessel type: 300-mL biological oxygen demand (BOD) bottles sealed with a glass stopper containing approximately 300 mL of test solution.

oLight levels and quality during exposure: Measurements of light intensity ranged from 452 to 646 foot-candles.

•Test Design: The test organisms were exposed to five concentrations of the test substance. Nominal test concentrations were 0.020, 0.040, 0.080, 0.16 and 0.32 mg/L. A negative control and solvent control were also tested concurrently. There were 13 replicates per test concentration and controls. On days 1, 2 and 3, three replicates per test concentration per day (total of nine) were used for cell counts and to monitor pH. On days 0, 1, 2 and 3, one replicate per test concentration per day (total of four) was used for analytical monitoring.

Measurement of Test Concentrations: In order to determine whether the presence of algae had an impact on the test concentrations, an additional replicate of the 0.32 mg/L treatment group was prepared for Days 1, 2, and 3, but algae was not added. 


•Biological observations: 
oCell density at each flask at each measuring point: Cell density was measured in 3 different flasks for each treatment group at each measuring point. Flasks were discarded after cell counts were taken in order to maintain a closed bottle system.
oGrowth curves: yes

Element value: EC10, EC20 and EC50 values for biomass and growth rate based on geometric mean measured concentrations at 72 hours. Cells were not removed prior to measurement.




Any other information on materials and methods incl. tables 
	Method of calculating mean measured concentrations (i.e. arithmetic mean, geometric mean, etc.): Geometric mean.
Statistical methods: Biomass and growth rate data were analyzed for normality and homogeneity of variance using the Shapiro-Wilk’s test and Bartlett’s test, respectively. The negative control and solvent control were compared using Student’s t-test. The no observed effect concentration (NOEC) values were determined using William’s test. 


Results and discussions 
Effect concentrations 
	Duration 
	Endpoint 
	Effect conc. 
	Nominal/Measured 
	Conc. based on 
	Basis for effect 
	Remarks (e.g. 95% CL) 

	72 h 
	other: EC10, EC20 and EC50 
	> 0.12 mg/L 
	meas. (geom. mean) 
	test mat. 
	other: biomass and growth rate 
	

	72 h 
	NOEC 
	0.12 mg/L 
	meas. (geom. mean) 
	test mat. 
	other: biomass and growth rate 
	


Details on results 
	Was control response satisfactory: Yes, negative control cell counts increased 144 fold by 72 hours. Solvent control cell counts increased 121 fold by 72 hours.




Any other information on results incl. tables 
	Percent biomass/growth rate inhibition per concentration:
	Geometric Mean Measured Concentration (mg/L)
	0.0064
	0.015
	0.029
	0.061
	0.12

	72-Hour Biomass
	-36
	-40
	-34
	-36
	3.5

	72-Hour Growth Rate
	-6.3
	-7.0
	-6.1
	-6.4
	1.0


Percent inhibition was calculated in comparison to the solvent control.
Observations: Visual examination of algal cells at test termination showed no concentration-dependent changes in shape, color or size in comparison to the control.


Applicant's summary and conclusion 
Validity criteria fulfilled 
	yes 


Conclusions 
	Based on geometric mean measured concentrations, EC10, EC20, and EC50 values for Pseudokirchneriella subcapitata exposed to the test substance were estimated to be >0.12 mg/L for both biomass and growth rate. The 72-hour NOEC values for biomass and growth rate were 0.12 mg/L, the highest concentration tested. Consequently, the test substance had no adverse effects on the biomass or growth rate of Pseudokirchneriella subcapitata at the concentrations tested. 




7 Toxicological information 
7.1 Toxicokinetics, metabolism and distribution 
7.1.1 Basic toxicokinetics 
Endpoint study record: SEHSC 2012/SS RL2/Basic toxicokinetics 
	UUID 
	
	IUC5-61082686-8ae1-4a9d-a0aa-b0f334ad49f6 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 12:02:54 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Basic data provided; no specific guideline 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	2012 
	An Acute Oral Gavage Study In Mice To Determine The Systemic Availability Of 1,3-Diethenyl-1,1,3,3,-tetramethyldisiloxane (CAS No. 2627-95-4) 
	Silicone Environmental, Health and Safety Council, 2201 Cooperative Way, Suite 600, Herndon, VA 20171 
	Dow Corning Corporation, Health and Environmental Sciences, 2200 W. Salzburg Road, Auburn, MI 48611 
	HES Study No. 11865-102 
	Silicone Environmental, Health and Safety Council, 2201 Cooperative Way, Suite 600, Herndon, VA 20171 
	
	


Materials and methods 
Type of method 
	in vivo 


Objective of study 
	other: systemic availability 


GLP compliance 
	yes (incl. certificate) 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Test material form 
	other: fluid at room temperature 


Details on test material 
	Identification: 1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (Supplied as Dow Corning® 4-2776 Fluid)
Lot Number: 0006050568
Expiration Date: April 10, 2013
Source: Dow Corning Corporation, Auburn, Michigan 48611
CAS Number: 2627-95-4
Physical Description: Colorless liquid, as determined by HES Study Number 11762-101
Stability: Stable, refer to MSDS
Purity: 98% ± 0.002
Solubility: The test article was soluble in corn oil.
Characterization: HES Study Number: 11762-101
Storage Conditions: Room temperature



Test animals 
Species 
	mouse 


Strain 
	CD-1 


Sex 
	male/female 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle 
	corn oil 


Details on exposure 
	The systemic availability of test article in mice following a single bolus dose was used to determine if the test article was systemically available over the expected dose range to be used for in vivo genetic toxicity studies. This study design was not based on a specific guideline. 
The study was divided into two phases: Phase 1 was conducted to refine the analytical method for plasma analysis. This phase had two groups, control (1 animal/sex/group) and 2000 mg/kg (4 animals/sex/group). Phase 2 was the definitive study. This phase had four groups (8 animals/sex/group). The dose levels for Phase 2 were 0 mg/kg (control), 500 mg/kg (low dose), 1000 mg/kg (mid dose), and 2000 mg/kg (high dose). The dose volume for both phases was 5 mL/kg. The vehicle was corn oil.



Duration and frequency of treatment / exposure 
	single bolus dose 


Doses / concentrations 
	Phase 1: control and 2000 mg/kg 
Phase 2: 0, 500, 1000 and 2000 mg/kg bw The dose volume for both phases was 5 mL/kg. The vehicle was corn oil.



No. of animals per sex per dose 
	Phase 1: control (1 animal/sex/group) and 2000 mg/kg (4 animals/sex/group). 
Phase 2: 8 animals/sex/group 


Control animals 
	yes, concurrent vehicle 


Details on study design 
	Body weights were collected prior to randomization and on study day 0 of both phases to determine the volume of dosing solution to administer. Each animal received a single bolus dose by oral gavage of the corn oil alone or test article in the corn oil.




Details on dosing and sampling 
	Blood samples were collected from four animals/sex/group at approximately one or four hours following dosing. The plasma was collected from the blood samples. The plasma was aliquoted into pre-labeled, pre-weighed vials and refrigerated until analysis.

A sensitive and selective tetrahydrofuran (THF) extraction method was developed and validated for determining levels of test article in mouse plasma. During Phase 1, all the samples collected were analyzed to refine the analytical method. The test article was present in the plasma of the treated animals. After some refinement to the method, Phase 2 was initiated. During Phase 2, 14 control samples and 45 samples from treatment groups were analyzed. TheThe limit of quantitation was determined. The mean and standard error of the mean for test article content (ng/g) in plasma for males and females by group at each post dose time point was determined. 


Results and discussions 
Bioaccessibility 
Any other information on results incl. tables 
	The Method Quantitation Limit (MQL) was determined to be 24 ng/g. There was no mortality noted during the study. However, upon necropsy of the Phase 2 animals, gaseous contents in the stomach caused mild or marked stomach dilation in all treated groups.
The concentration of the test article in plasma for Phase 2 is presented in the table below:
Test Article Concentration in Mouse Plasma (Phase 2)
(Mean+Standard Error of the Mean)
	Time Point
	Dose 0
	Dose 500 mg/kg
	Dose 1000 mg/kg
	Dose 2000 mg/kg

	(hr)
	Males, ng/g

	1
	<MQL
	5343 ± 2666
	10795 ± 1340
	11212 ± 1993

	1
	<MQL
	1635 ± 389
	5200 ± 1987
	8567

	
	Females, ng/g

	1
	<MQL
	7028 ± 2379
	8398 ± 533
	10325 ± 2765

	4
	<MQL
	1570 ± 253
	3900 ± 724
	7343 ± 3942


MQL = Method Quantitation Limit, 24 ng/g (assuming 0.1 g sample size)
n = 4 animals/sex/time point group with the exception of 0 mg/kg female 1 hour (n=1); 500 mg/ kg males 1 hour (n=2);
500 mg/ kg females 4 hour (n=2); 1000 mg/kg female 1 hour (n=3), and 2000 mg/kg male 4 hour (n=3)


Applicant's summary and conclusion 
Conclusions 
	Under the conditions of this study, the analysis of the plasma samples showed that test article was systemically available at levels above the limit of quantitation for all dose levels tested approximately one and four hours post-dose. 


7.2 Acute Toxicity 
7.2.1 Acute toxicity: oral 
Endpoint study record: DCC 1976/KS RL2/Acute toxicity: oral 
	UUID 
	
	IUC4-b8994998-7d14-3921-8c34-649661ffc871 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 16:07:11 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Similar to guideline study (limit test) 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	1976 
	Acute Oral Toxicity Study of Dow Corning® 4-2776 Intermediate. 
	
	Dow Corning Corporation 
	1987-I0005-1676 
	
	
	


Materials and methods 
Test type 
	standard acute method 


Limit test 
	yes 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	equivalent or similar to 
	OECD Guideline 401 (Acute Oral Toxicity) 
	


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- (CAS # 2627-95-4); Purity of the test material was not reported. 


Test animals 
Species 
	rat 


Strain 
	Sprague-Dawley 


Sex 
	male/female 


Details on test animals and environmental conditions 
	Young adult animals weighed 219 to 255 g 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle 
	unchanged (no vehicle) (none) 


Details on oral exposure 
	Volume administered or concentration: 5 ml/kg 


Doses 
	5000 mg/kg 


No. of animals per sex per dose 
	10 


Control animals 
	no 


Details on study design 
	- Duration of observation period following administration: 14 days 
- Frequency of observations and weighing: Daily observations for signs of toxicity; Weighed at study initiation, day 7 and study termination.
- Necropsy of survivors performed: yes
- Other examinations performed: clinical signs, body weight, food consumption, histopathology 


Results and discussions 
Effect levels 
	Sex 
	Endpoint 
	Effect level 
	Based on 
	95% CL 
	Remarks 

	male/female 
	LD50 
	> 5000 mg/kg bw 
	test mat. 
	
	


Mortality 
	No deaths occurred 


Clinical signs 
	No visible changes in animal behavior or any signs of toxicity were observed. 


Body weight 
	No obvious effects on body weight gains were noted. 


Gross pathology 
	Terminal sacrifice of the animals did not reveal any gross pathological alterations in the organs and tissues examined. 


Other findings 
	No obvious effects on food consumption were noted. 


Any other information on results incl. tables 
	On the basis of these results, the LD50 of Tetramethyldivinyldisiloxane was determined to be greater than 5 g/kg body weight in albino rats.


Applicant's summary and conclusion 
Conclusions 
	The combined male/female LD50 of Tetramethyldivinyldisiloxane was determined to be greater than 5 g/kg body weight in albino rats. 


7.3 Irritation / corrosion 
7.3.1 Skin irritation / corrosion 
Endpoint study record: KEY Skin irritation / corrosion Toxikon 2000 7.3.1.339 
	UUID 
	
	IUC5-a938bf87-c5d1-4aa2-b605-ec27e22bba2e 

	Dossier UUID 
	
	0 

	Author 
	
	wendykoch / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-01-02 10:00:36 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	The study was carried out according to conducted in accordance with a scientifically acceptable protocol and in compliance with GLP. The study is reliable with restrictions due to an observation time of 48 hours instead of the recommended 72. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Toxikon 
	2000 
	Dot skin corrosion study 
	
	Toxikon Corporation, Bedford, MA 01730 
	00-0448-G1 
	G.E. Silicones, Waterford, NY 12188 
	
	2000-02-25 


Data access 
	other: data submitter is data owner or has a letter of access 


Materials and methods 
Type of method 
	in vivo 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	other guideline: U.S. Food and Drug Administration regulations, 40 CFR, Part 792 
	


Principles of method if other than guideline 
	Current OECD TG 404 would necessitate readings up to 72 hours after the application of the test material. In the current study observations were made only up to 48 hours. 




GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	CAS name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	- Name of test material (as cited in study report): 88135

- Physical state: colourless liquid

- Storage condition of test material: room temperature 



Confidential details on test material 
	- Lot/batch No.: JJ158

- Other: Density: 0.8 g/ml 



Test animals 
Species 
	rabbit 


Strain 
	New Zealand White 


Details on test animals and environmental conditions 
	TEST ANIMALS
- Source: Milbrook Breeding Labs, Amherst, MA
- Age at study initiation: at least 10 weeks old
- Weight at study initiation: 2.03 - 2.1 kg
- Housing: individually housed
- Diet: ad libitum
- Water: ad libitum
- Acclimation period: minimum of 3 days

ENVIRONMENTAL CONDITIONS
- Temperature (°C): 20 +/- 15
- Humidity (%): 30-70
- Air changes (per hr): 10-15
- Photoperiod (hrs dark / hrs light): 12/12




Test system 
Type of coverage 
	semiocclusive 


Preparation of test site 
	shaved 


Vehicle 
	unchanged (no vehicle) 


Amount/concentration applied 
	TEST MATERIAL
- Amount(s) applied (volume or weight with unit): 0.5 ml







Duration of treatment / exposure 
	Single application for 3 minutes, 60 minutes and 4 hours. 




Observation period 
	Observations for visible necrosis were made at 30 - 60 minutes and again at 48 hours after bandage removal. 




Number of animals 
	3M, 3F 




Control animals 
	yes, concurrent no treatment 


Details on study design 
	TEST SITE
- Area of exposure: The trunk of the animal, three application sites.
- % coverage: Not less than 10%. 
- Type of wrap if used: 'impervious bandaging'

REMOVAL OF TEST SUBSTANCE
- Washing (if done): USP Sterile water for injection.
- Time after start of exposure: After initial reading.

SCORING SYSTEM: Draize 



Results and discussions 
Irritation / corrosion results 
	Irritation parameter 
	Basis 
	Time point 
	Score 
	Max. score 
	Reversibility 
	Remarks 

	erythema score 
	mean 
	3 minutes 
	0 
	0 
	
	

	edema score 
	mean 
	3 minutes 
	0 
	0 
	
	

	erythema score 
	mean 
	30-60 minutes 
	0 
	0 
	
	

	edema score 
	mean 
	30-60 minutes 
	0 
	0 
	
	

	erythema score 
	mean 
	48 hours 
	0 
	0 
	
	

	edema score 
	mean 
	48 hours 
	0 
	0 
	
	


Irritant/corrosive response data 
	Since there was no significant irritation at three minutes and one hour, the test substance was applied for a period of 4 hours. No erythema or oedema was noted in any of the test sites for the duration of the study. No corrosive effect was noted. 




Other effects 
	No overt signs of toxicity were evident in any of the animals during the course of the study. All of the animals exhibited a gain in body weight during the study. 




Applicant's summary and conclusion 
Interpretation of results 
	not irritating 


Criteria used for interpretation of results 
	EU 


Conclusions 
	The test material was found not irritating in a study conducted according to current guideline and in compliance with GLP. 




Endpoint study record: DCC 1975/DS RL3/Skin irritation / corrosion 
	UUID 
	
	IUC4-131d3783-5052-36eb-8860-8c97e37cd446 

	Dossier UUID 
	
	0 

	Author 
	
	wendykoch / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-01-02 10:07:06 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Only a summary report was available for review. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	1975 
	Acute and Skin Irritation Studies of Tetramethyldivinyldisiloxane in Albino Rabbits. 
	
	Dow Corning Corporation 
	1987-I0005-1675 
	
	
	


Materials and methods 
Type of method 
	in vivo 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	no guideline followed 
	
	


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- (CAS # 2627-95-4); Purity of the test material was not reported. 


Test animals 
Species 
	rabbit 


Strain 
	other: albino 


Test system 
Type of coverage 
	other: open on ear; occlusive on trunk skin 


Vehicle 
	unchanged (no vehicle) (none) 


Amount/concentration applied 
	undiluted 


Duration of treatment / exposure 
	10 applications made over a period of 14 days 


Observation period 
	14 days 


Number of animals 
	1 


Control animals 
	no 


Details on study design 
	The test material was applied to the ear. Ten 0.1 ml applications were made over a period of 14 days. These applications were left uncovered. 

The test material (0.5 ml) was also applied to intact or abraded skin under a 1" by 1" guaze sponge held in place by a cloth bandage taped to the hair. Ten applications were made over a period of 14 days. 

Skin response on all sites and body weight of the rabbit was recorded on each application day. 


Results and discussions 
Irritant/corrosive response data 
	A single 24-hour contact with undiluted test material produced very slight redness. Repeated or prolonged exposures skin contact produced moderate redness, very slight edema and slight flaking of the skin. 


Applicant's summary and conclusion 
Conclusions 
	Single and prolonged exposure to the test material produced very slight irritation. However, repeated prolonged contacts caused moderate skin irritation. 


7.3.2 Eye irritation 
Endpoint study record: DCC 1975/DS RL3/Eye irritation 
	UUID 
	
	IUC4-e75be1b8-0519-3df4-97e2-cae789177334 

	Dossier UUID 
	
	0 

	Author 
	
	wendykoch / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-01-02 10:05:28 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	4 (not assignable) 

	Rationale for reliability incl. deficiencies 
	Only a summary report was available for review. 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	1975 
	Acute Eye and Skin Irritation Studies of Tetramethyldivinyldisiloxane in Albino Rabbits. 
	
	Dow Corning Corporation 
	1987-I0005-1675 
	
	
	


Materials and methods 
Type of method 
	in vivo 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- (CAS # 2627-95-4); No purity of the test material reported. 


Test animals 
Species 
	rabbit 


Strain 
	other: albino 


Test system 
Vehicle 
	unchanged (no vehicle) (none) 


Amount/concentration applied 
	TEST MATERIAL
- Amount(s) applied (volume or weight with unit): 0.1 ml
- Concentration (if solution): undiluted



Duration of treatment / exposure 
	0.5 minute(s) 


Observation period 
	1, 24, 48 hours and 7 days after treatment 


Number of animals 
	1 


Control animals 
	other: The right eye was treated similarly but left unwashed. 


Details on study design 
	REMOVAL OF TEST SUBSTANCE
- Washing (if done): yes
- Time after start of exposure: 30 seconds; Following 30 seconds the eye was washed with tepid, flowing tap water for 2 minutes. 

Both eyes were observed for pain and examined at 1, 24, 48 hours and 7 days after treatment for irritation. 


Results and discussions 
Irritant/corrosive response data 
	In the undiluted form, direct eye contact with the test material produced slight conjunctival redness for the first 24 hours only. No corneal or internal effects were observed. 


Applicant's summary and conclusion 
Interpretation of results 
	slightly irritating 


Conclusions 
	Tetramethyldivinyldisiloxane was slightly irritating to the eyes of a rabbit. 


7.5 Repeated dose toxicity 
7.5.1 Repeated dose toxicity: oral 
Endpoint study record: Repeated dose toxicity: oral OECD 422.001 
	UUID 
	
	IUC5-d8e23405-f711-44a6-93e4-be86d8d638de 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-05 11:01:12 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP, guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Edwards, TL 
	2012 
	A Combined 28-Day Repeated Dose Oral (Gavage) Toxicity Study with the Reproduction/Developmental Toxicity Screening Test of 1,3-Diethenyl-1,1,3,3-Tetramethyldisiloxane (CAS No. 2627-95-4) in Rats Including a 14-Day Recovery 
	WIL Research Laboratories, LLC 1407 George Road Ashland, OH 44805-8946 
	WIL Research Laboratories, LLC 1407 George Road Ashland, OH 44805-8946 
	WIL-401015 
	SEHSC 
	
	2012-12-07 


Materials and methods 
Test type 
	combined repeated dose and reproduction / developmental screening 


Limit test 
	no 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 422 (Combined Repeated Dose Toxicity Study with the Reproduction / Developmental Toxicity Screening Test) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	1,3-divinyltetramethyldisiloxane 99.1% 


Test animals 
Species 
	rat 


Strain 
	other: Crl:CD(SD) 


Sex 
	male/female 


Details on test animals and environmental conditions 
	Sexually mature male and virgin female Sprague Dawley [Crl:CD(SD)] rats were used as the test system on this study. The animal model, the Crl:CD(SD) rat, is recognized as appropriate for reproductive toxicity studies. In addition, significant reproductive historical control data are available for the Crl:CD(SD) rat. The number of animals selected for this study was consistent with OECD guidelines for reproduction/developmental toxicty screening requirements.
Crl:CD(SD) rats (70 males and 120 females) were received in good health from Charles River Laboratories, Inc., Raleigh, NC on 28 June 2011. The animals were approximately 63 days old upon receipt.

All rats were housed throughout the acclimation period and during the study in an environmentally controlled room. The room temperature and humidity controls were set to maintain environmental conditions of 71°F ± 5°F (22°C ± 3°C) and 50% ± 20%, respectively. Room temperature and relative humidity data were monitored continuously and were scheduled for automatic collection on an hourly basis. Actual mean daily temperature ranged from 71.1°F to 73.6°F (21.7°C to 23.1°C) and mean daily relative humidity ranged from 44.8% to 72.5% during the study. Fluorescent lighting provided illumination for a 12 hour light (0600 hours to 1800 hours)/12 hour dark photoperiod. The light status (on or off) was recorded once every 15 minutes. Air handling units were set to provide a minimum of 10 fresh air changes per hour. 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle 
	corn oil 


Details on oral exposure 
	The vehicle and test substance formulations were administered orally by gavage, via an appropriately sized flexible, Teflon® shafted, stainless steel ball-tipped dosing cannula (Natume, Japan) once daily. 


Analytical verification of doses or concentrations 
	yes 


Details on analytical verification of doses or concentrations 
	A gas chromatography method with flame ionization detection for the determination of
1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS no. 2627-95-4) concentration in
formulations containing corn oil and test substance ranging in concentration from 1.00 to
200 mg/mL was validated in a previous study. In the
present study, formulations used for dose administration were analyzed to verify test
substance homogeneity and concentration acceptability. 


Duration of treatment / exposure 
	Ten males/group selected for pairing were administered the test substance for 14 days prior to mating through 1 day prior to euthanasia for a total of 31 doses. In addition, 10 females/group selected for pairing (reproductive phase) were dosed for 14 days prior to mating, throughout mating, and continuing through lactation day 3 for a total of 39 to 47 doses. Females that failed to deliver were dosed through the day prior to euthanasia (post-cohabitation day 25 or post-mating day 25) for a total of 40 or 52 doses; females with total litter loss received 38 or 40 doses. Furthermore, 10 females/group in the toxicology phase were dosed beginning on study day 0 through 1 day prior to euthanasia for a total of 34 doses; the dosing period was extended to accommodate behavioral testing for these females. An additional 10 males (not selected for mating) and 10 toxicology phase females in the control and high-dose groups were treated beginning on study day 0; following 28 (males) or 31 (females) doses, these animals were assigned to the 14-day recovery period and remained on study. Males and females were approximately 10.5 weeks of age at the beginning of test substance administration. 


Frequency of treatment 
	Daily 


Doses/concentrations 
	50, 150, and 600 mg/kg of body weight/day 


No. of animals per sex per dose 
	20 males and 30 females per group for the control and high dose group; 10 males and 20 females for the mid- and low-dose groups 


Control animals 
	yes, concurrent vehicle 


Details on study design 
	All animals were observed twice daily for mortality and moribundity. Clinical observations, body weights, and food consumption were recorded at appropriate intervals. FOB and locomotor activity data were recorded for all males and toxicology phase females during the last week of dosing (study week 4). All reproductive phase females were allowed to deliver and rear their pups until lactation day 4. F1 clinical observations and body weights were recorded on PND 1 and 4. Pups were euthanized on PND 4 and discarded following external examination. Clinical pathology evaluations (hematology and serum chemistry) were performed on all males and toxicology phase females at necropsy. Males and toxicology phase females were euthanized following at least 28 days of dose administration and reproductive phase females were euthanized on lactation day 4. Males and toxicology phase females assigned to the post-treatment period were euthanized following a minimum 2-week recovery period. Complete necropsies were conducted on all adult animals. Selected organs were weighed and selected tissues were examined microscopically from all males and toxicology phase females at the primary and recovery necropsies. In addition, alpha-2-u staining and examination was performed on the kidneys of all males at the primary and recovery necropsies, and the liver from males and toxicology phase females at the primary necropsy was examined using polarized light to assess pigment accumulation in the liver. 


Examinations 
Statistics 
	Each mean was presented with the standard deviation (S.D.), standard error (S.E.), and the number of animals (N) used to calculate the mean. Due to the use of significant figures and the different rounding conventions inherent in the types of software used, the means and standard deviations on the summary and individual tables may differ slightly. Therefore, the use of reported individual values to calculate subsequent parameters or means will, in some instances, yield minor variations from those listed in the report data tables. Data obtained from nongravid females were excluded from statistical analyses following the mating period. Where applicable, the litter was used as the experimental unit. 


Results and discussions 
Effect levels 
	Endpoint 
	Effect level 
	Based on 
	Sex 
	Basis for effect level / Remarks 

	LOAEL 
	50 mg/kg bw/day (actual dose received) 
	test mat. 
	male 
	for male systemic toxicity could not be determined based on adrenal cortical hypertrophy and vacuolation of the pituitary at all doses tested. No NOAEL was identified for males. 

	NOAEL 
	50 mg/kg bw/day (actual dose received) 
	test mat. 
	female 
	based on liver effects (bile duct hyperplasia, hypertrophy and increased liver weight) at 150 and 600 mg/kg bw/day. 


Results of examinations 
Clinical signs and mortality 
	yes 


Body weight and weight gain 
	yes 


Food consumption and compound intake (if feeding study) 
	yes 


Haematology 
	yes 


Clinical chemistry 
	yes 


Neurobehaviour 
	yes 


Organ weights 
	yes 


Gross pathology 
	yes 


Histopathology: non-neoplastic 
	yes 


Details on results 
	All animals survived to their scheduled euthanasia. Clinical findings noted in the test substance treated groups included clear material around the mouth noted in a dose-related manner for males, toxicology phase females, and reproductive phase females in the 150 and 600 mg/kg of body weight/day groups, red material around the mouth for males, toxicology phase females, and reproductive phase females in the 600 mg/kg of body weight/day group at approximately 1 hour following dose administration, and salivation prior to dosing for toxicology and reproductive phase females in the 600 mg/kg of body weight/day group. These findings were considered test substance-related.

Test substance-related mean body weight losses or reduced mean body weight gains were generally noted for males and toxicology phase females throughout the treatment period, resulting in reductions in mean body weights (up to 12.3% and 7.2% for males and females, respectively). Corresponding reductions in mean food consumption were noted for males in the 600 mg/kg of body weight/day group during study days 0-7. During the post-treatment period, higher mean body weight gains were noted for males in the 600 mg/kg of body weight/day group, resulting in mean body weights that were 4.3% lower than the control group by study day 41. Mean body weights, body weight gains, and food consumption were unaffected by test substance administration for males and toxicology phase females in the 50 and 150 mg/kg of body weight/day groups throughout the study, for toxicology phase females in the 600 mg/kg of body weight/day group during the post-treatment period, and for reproductive phase females at all dosage levels throughout the study.

Test substance-related increases in mean cumulative total and ambulatory counts were noted for males in the 600 mg/kg of body weight/day group due to slower habituation over the test session. No test substance-related effects were noted on locomotor activity for males at 50 and 150 mg/kg of body weight/day or toxicology phase females at all dosage levels or on FOB parameters for males and toxicology phase females at all dosage levels.

Test substance-related alterations in hematology parameters in the 600 mg/kg of body weight/day group at the primary necropsy included lower mean hemoglobin concentration and MCHC for males and toxicology phase females and lower hematocrit and MCH for females; these changes were considered nonadverse. At the recovery necropsy, test substance-related changes in the 600 mg/kg of body weight/day group included lower mean MCHC for males and toxicology phase females, lower hematocrit, hemoglobin, and MCH and higher absolute reticulocyte count, % reticulocytes, and red cell distribution width (RDW) for males, and lower absolute monocyte count and hemoglobin distribution width (HDW) and higher hematocrit for toxicology phase females; these changes were considered nonadverse. Hematology parameters were unaffected for males and toxicology phase females in the 50 and 150 mg/kg of body weight/day groups.

Serum chemistry changes in the 600 mg/kg of body weight/day group at the primary necropsy associated with test substance administration included higher mean cholesterol and GGT for males and toxicology phase females, higher mean bilirubin, ALT, and AST for males, and higher globulin and total protein for toxicology phase females. Alterations in bilirubin, ALT, AST, and GGT were associated with absolute and relative liver weight changes and microscopic changes in the liver and were considered adverse. At the recovery necropsy, no test substance-related serum chemistry changes were noted. Serum chemistry parameters were unaffected for males and toxicology phase females in the 50 and 150 mg/kg of body weight/day groups.

Test substance-related organ weight alteration at the primary necropsy included higher absolute and relative (to final body weight and brain weight) liver weights for males in the 50, 150, and 600 mg/kg of body weight/day groups and females in the 150 and 600 mg/kg of body weight/day groups and lower absolute and relative to brain weight adrenal gland weights for males in the 600 mg/kg of body weight/day group. At the recovery necropsy, test substance-related increases in mean absolute and relative (to body weight and brain weight) liver weights persisted in the males and females in the 600 mg/kg of body weight/day group. Test substance-related macroscopic findings were limited to pale kidneys for 1 male in the 600 mg/kg of body weight/day group; this finding corresponded to microscopic findings of hyaline droplet nephropathy for this male.

Bile duct hyperplasia, peribiliary fibrosis, and brown pigment in the bile duct were noted microscopically for males and toxicology phase females in the 600 mg/kg of body weight/day group at the primary necropsy; bile duct hyperplasia was also noted for females in the 150 mg/kg of body weight/day group at the primary necropsy. These findings corresponded to higher mean absolute and relative liver weights and higher mean bilirubin, ALT, AST, and/or GGT levels noted for males and toxicology phase females in the 600 mg/kg of body weight/day group at the primary necropsy and were considered adverse in the 600 mg/kg of body weight/day group males and the 150 and 600 mg/kg of body weight/day group females. Examination of the brown pigment by polarized light revealed red birefringence with “Maltese cross” formation, consistent with porphyrin pigment. These microscopic and organ weight changes persisted at the recovery necropsy with similar incidence and severity in the 600 mg/kg of body weight/day group males. In addition, hepatocellular hypertrophy was noted in the liver of males and toxicology phase females in the 50, 150, and 600 mg/kg of body weight/day groups at the primary necropsy; this finding was considered nonadverse. At the recovery necropsy, the incidence and severity of the hypertrophy was decreased when compared to the primary necropsy, indicating a trend toward recovery. 

Microscopic findings of hyaline droplets (nonadverse) were noted in the kidney for males at all dosage levels at the primary necropsy. This finding progressed to hyaline droplet nephropathy (adverse) at all dosage levels. Immunohistochemistry for alpha-2u globulins was positive in the male rats with changes in distribution and morphology of the positive staining consistent with alpha-2u globulin hyaline droplet nephropathy. The hyaline droplet nephropathy persisted at the recovery necropsy. Alpha-2u globulin nephropathy is a male rat-specific finding and renal effects induced in the male rats are unlikely to occur in humans. Adrenal cortical atrophy and cytoplasmic vacuolation of the pituitary were noted for males at all dosage levels at the primary necropsy. The adrenal cortical atrophy corresponded to lower absolute and relative adrenal gland weights for males in the 600 mg/kg of body weight/day group at the primary necropsy. The cytoplasmic vacuolation observed in the pituitary at the primary necropsy was observed at the recovery necropsy with decreased incidence and severity, indicating a trend toward recovery. Adrenal cortical changes were not observed at the recovery necropsy. 



Any other information on results incl. tables 
	For all tables: *p<0.05 compared to control; **p<0.01 compared to control; ++ Significantly different from the control group at 0.01 usin Dunn’s test
Table S9: Males - Summary of Body Weight (g) during treatment period:
	Day of Study
	Dose (mg/kg bw/day)

	
	0
	50
	150
	600

	-7
	315
	314
	316
	315

	0
	363
	363
	363
	363

	7
	401
	406
	401
	358**

	13
	430
	438
	426
	377**

	27
	467
	492
	469
	419**

	30
	459
	495
	472
	409*




Table S10: Males - Summary of Body Weight Change (g) during treatment period:
	Day of Study
	Dose (mg/kg bw/day)

	
	0
	50
	150
	600

	-7 to 0
	49
	50
	49
	48

	0 to 7
	37
	43
	38
	-5**

	7 to 13
	29
	31
	26
	19

	13 to 20
	16
	23
	18
	19

	20 to 27
	22
	31
	25
	23

	27 to 30
	-3
	3
	3
	-7

	0 to 13 (premating)
	66
	74
	63
	15**

	0 to 27 (entire treatment period)
	104
	128
	106
	56**


Table S13: Females - Summary of Body Weight (g) during treatment period:
	Day of Study
	Dose (mg/kg bw/day)

	
	0
	50
	150
	600

	-7
	217
	214
	216
	215

	0
	234
	236
	236
	233

	7
	251
	252
	250
	243

	14
	266
	266
	264
	253

	21
	278
	274
	274
	258**

	28
	286
	279
	280
	268

	33
	278
	280
	282
	261


Table S14: Females - Summary of Body Weight Change (g) during treatment period:
	Day of Study
	Dose (mg/kg bw/day)

	
	0
	50
	150
	600

	-7 to 0
	18
	22
	20
	18

	0 to 7
	17
	16
	14
	10

	7 to 14
	15
	15
	14
	10*

	14 to 21
	12
	8
	11
	5*

	21 to 28
	7
	5
	6
	8

	28 to 33
	0
	1
	1
	-2

	0 to 28 (entire treatment period)
	51
	43
	45
	32**


Data presented in ascending order by dose, 0, 50, 150, 600 mg/kg bw/day
Summary of Hematology Values:
Males: Mean values for HGB (g/dL): 16.0 16.0 15.7 15.3*
Males: Mean values for MCHC (g/dL): 33.5 33.6 33.3 32.8*
Males: Mean values for PT (seconds): 17.3 17.5 17.2 16.4**
Males: Mean values for HGB (g/dL) (Post-Treatment Period): 16.3 NA NA 15.5**
Males: Mean values for HCT (%) (Post-Treatment Period): 44.5 NA NA 43.1**
Males: Mean values for MCH (pg) (Post-Treatment Period): 19.0 NA NA 18.1*
Males: Mean values for MCHC (pg) (Post-Treatment Period): 36.6 NA NA 36.0*
Males: Mean values for RETIC (%) (Post-Treatment Period): 2.2 NA NA 2.7*
Males: Mean values for RETIC ABSOLUTE (thous/uL) (Post-Treatment Period): 189.6 NA NA 233.8*
Males: Mean values for RDW (%) (Post-Treatment Period): 11.1 NA NA 12.5**
Males: Mean values for TOTAL BILI (mg/dL): 0.05 0.04 0.05 0.29**
Males: Mean values for CREATININE (mg/dL): 0.2 0.2 0.3** 0.3
Males: Mean values for ALT (U/L): 37 42 31 191*
Males: Mean values for AST (U/L): 83 93 81 310*
Males: Mean values for GGT (U/L): 0.1 0.2 0.1 7.7++
Males: Mean values for CHOLESTEROL (mg/dL): 50 48 47 78*
Males: Mean values for ALBUMIN (g/dL) (Post-Treatment Period): 4.2 NA NA 4.4*
Males: Mean values for A/G RATIO (Post-Treatment Period): 1.73 NA NA 1.88*
Males: Mean values for CREATININE (mg/dL) (Post-Treatment Period): 0.3 NA NA 0.2**
Males: Mean values for AST (U/L) (Post-Treatment Period): 85 NA NA 75*
Males: Mean values for GLUCOSE (mg/dL) (Post-Treatment Period): 116 NA NA 106*
Females: Mean values for HGB (d/dL): 15.3 15.3 14.9 13.9**
Females: Mean values for HGT (%): 44.2 44.2 43.7 42.0*
Females: Mean values for MCH (pg): 18.2 18.2 18.4 17.4**
Females: Mean values for MCHC (g/dL): 34.6 34.6 34.2 33.2**
Females: Mean values for HCT (%) (Post-Treatment Period): 42.5 NA NA 44.8*
Females: Mean values for MCHC (g/dL) (Post-Treatment Period): 37.6 NA NA 36.4**
Females: Mean values for MONO ABSOLUTE (thous/uL) (Post-Treatment Period): 0.16 NA NA 0.12*
Females: Mean values for HDW (g/dL) (Post-Treatment Period): 2.32 NA NA 2.10*
Females: Mean values for TOTAL PROTEIN (g/dL): 7.3 7.4 7.4 7.8**
Females: Mean values for GLOBULIN (g/dL): 2.3 2.5 2.4 2.7**
Females: Mean values for ALP (U/L): 79 70 79 58**
Females: Mean values for GGT (U/L): 0.2 0.3 0.4 0.7+
Females: Mean values for CHOLESTEROL (mg/dL): 69 84 85 107**
Females: Mean values for ALP (U/L) (Post-Treatment Period): 50 NA NA 69*
Summary of Organ Weights and Relative Organ Weights:
Males: Mean of FINAL BODY WEIGHT (G): 436 466 446 380*
Males: Mean of ADRENAL GLANDS (G): 0.0653 0.0646 0.0593 0.0484** 
Males: Mean of ADRENAL GLANDS (G/100 g BRAIN): 3.167 3.022 2.877 2.421**
Males: Mean of KIDNEYS (G/100 G FINAL BODY WEIGHT): 0.776 0.776 0.807 0.954**
Males: Mean of LIVER (G): 12.83 15.21* 15.55** 18.03**
Males: Mean of LIVER (G/100 G FINAL BODY WEIGHT): 2.933 3.259* 3.482** 4.748**
Males: Mean of LIVER (G/100 G BRAIN): 618.917 710.454 755.170** 903.793**
Males: Mean of SPLEEN (G/100 G FINAL BODY WEIGHT): 0.17 0.153* 0.161 0.176
Males: Mean of TESTIS, LT (G/100 G FINAL BODY WEIGHT): 0.395 0.395 0.403 0.449**
Males: Mean of THYROIDS/PARATHY (G): 0.0184 0.0207 0.0216* 0.0188
Males: Mean of LIVER (G) (Post-Treatment Period): 13.63 NA NA 15.60*
Males: Mean of LIVER (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 2.884 NA NA 3.510** 
Males: Mean of LIVER (G/100 G BRAIN) (Post-Treatment Period): 647.980 NA NA 765.493**
Males: Mean of SPLEEN (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 0.161 NA NA 0.193*
Males: Mean of SPLEEN (G/100 G BRAIN) (Post-Treatment Period): 36.011 NA NA 41.594* 
Females: Mean of KIDNEYS (G/100 G FINAL BODY WEIGHT): 0.746 0.765 0.786 0.857**
Females: Mean of LIVER (G): 7.92 8.63 9.12* 10.34**
Females: Mean of LIVER (G/100 G FINAL BODY WEIGHT): 2.982 3.225 3.393** 4.194**
Females: Mean of LIVER (G/100 G BRAIN): 414.151 463.158 474.312* 550.695**
Females: Mean of SPLEEN (G): 0.52 0.60* 0.59 0.50
Females: Mean of SPLEEN (G/100 G FINAL BODY WEIGHT): 0.197 0.224* 0.219 0.203 
Females: Mean of SPLEEN (G/100 G BRAIN): 27.290 32.094** 30.467 26.611
Females: Mean of BRAIN (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 0.664 NA NA 0.726*
Females: Mean of KIDNEYS (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 0.700 NA NA 0.760**
Females: Mean of LIVER (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 2.789 NA NA 3.148**
Females: Mean of SPLEEN (G)(Post-Treatment Period): 0.62 NA NA 0.51**
Females: Mean of SPLEEN (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 0.214 NA NA 0.189* 
Females: Mean of SPLEEN (G/100 G BRAIN) (Post-Treatment Period): 32.375 NA NA 26.156**
Females: Mean of THYROIDS/PARATHY (G/100 G FINAL BODY WEIGHT) (Post-Treatment Period): 0.006 NA NA 0.007*
SUMMARY of MICROSCOPIC FINDINGS:
MALES (Number of animals examined per group in ascending order: 10 10 10 10)
-Adrenal cortex, atrophy: 0 1 2 6*
-Kidneys, droplet, hyaline: 0 4 7* 7*
-Liver, hypertrophy, hepatocellular, diffuse: 0 3 8* 10*
-Liver, pigment, brown: 0 0 0 5*
-Pituitary, vacuolation, cytoplasmic: 0 4 6* 8*
MALES (POST-TREATMENT PERIOD) (Number of animals examined per group in ascending order: 10 NA NA 10) 
-Liver, hyperplasia, bile duct: 0 NA NA 6*
-Liver, pigment, brown: 0 NA NA 7*
FEMALES (Number of animals examined per group in ascending order: 10 10 10 10)
-Liver, hypertrophy, hepatocellular, centrilobular: 0 6* 10* 10*
-Liver, infiltrate, mononuclear: 5 10* 10* 7


Applicant's summary and conclusion 
Conclusions 
	A NOAEL for male systemic toxicity could not be determined based on adrenal cortical hypertrophy and vacuolation of the pituitary, and the NOAEL for female systemic toxicity was 50 mg/kg bw/day based on liver effects. 


Endpoint study record: Repeated dose toxicity: oral range finder.001 
	UUID 
	
	IUC5-748b43b9-3855-4f5e-a803-44a19193c502 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 12:31:58 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	supporting study 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	range-finding study to support OECD 422 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Edwards, T 
	
	A 14-Day Oral (Gavage) Toxicity Study of 1,3-Diethenyl-1,1,3,3-Tetramethyldisiloxane (CAS No. 2627-95-4) in Rats 
	WIL Research Laboratories, LLC 1407 George Road Ashland, OH 44805-8946 
	WIL Research Laboratories, LLC 1407 George Road Ashland, OH 44805-8946 
	WIL-401014 
	SEHSC 
	
	2007-07-01 


Materials and methods 
Test type 
	subacute 


Limit test 
	no 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	equivalent or similar to 
	OECD Guideline 407 (Repeated Dose 28-Day Oral Toxicity in Rodents) 
	yes (14 d range finding study) 


Principles of method if other than guideline 
	The objective of this study was to determine dosage levels of 1,3 diethenyl 1,1,3,3 tetrameythyldisiloxane (CAS No. 2627-95-4) to be evaluated in a potential combined repeated dose toxicity study with the reproduction/developmental toxicity screening test (OECD 422) in rats. 


GLP compliance 
	no 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	The test substance, 1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS No. 2627-95-4), was received from Gelest, Inc., Morrisville, PA, on behalf of the Sponsor on 2 March 2011; 99.1% pure 


Test animals 
Species 
	rat 


Strain 
	other: Crl:CD(SD) 


Details on test animals and environmental conditions 
	Twenty-four male and 24 female Crl:CD(SD) rats were received in good health from Charles River Laboratories, Inc., Raleigh, NC, on 15 March 2011. The males and females were approximately 50 and 54 days old, respectively, upon receipt. 
Upon arrival, all rats were individually housed in clean, stainless steel, wire mesh cages suspended above cage-board. The cage-board was changed at least 3 times each week. Animals were maintained in accordance with the Guide for the Care and Use of Laboratory AnAll rats were housed throughout the acclimation period and during the study in an environmentally controlled room. The room temperature and humidity controls were set to maintain environmental conditions of 71°F ± 5°F (22°C ± 3°C) and 50% ± 20%, respectively. Room temperature and relative humidity data were monitored continuously and were scheduled for automatic collection on an hourly basis. Actual mean daily temperature ranged from 70.2°F to 70.7°F (21.2°C to 21.5°C) and mean daily relative humidity ranged from 36.0% to 54.9% during the study. Fluorescent lighting provided illumination for a 12 hour light (0600 hours to 1800 hours)/12 hour dark photoperiod. The light status (on or off) was recorded once every 15 minutes. Air handling units were set to provide a minimum of 10 fresh air changes per hour, 100% fresh air. imals (National Research Council, 1996). 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle 
	corn oil 


Details on oral exposure 
	The vehicle and test substance formulations were administered orally by gavage, via an appropriately sized flexible, Teflon® shafted, stainless steel ball-tipped dosing cannula (Natume, Japan) once daily for 14 consecutive days (study days 0-13). The dosage volume for all groups was 5 mL/kg. Individual dosages were based on the most recently recorded body weights to provide the correct mg/kg bw/day dose. All animals were dosed at approximately the same time each day. 


Analytical verification of doses or concentrations 
	yes 


Duration of treatment / exposure 
	once daily for 14 consecutive days (study days 0-13). 


Frequency of treatment 
	daily 


Doses/concentrations 
	100, 500, and 1000 mg/kg bw/day 


No. of animals per sex per dose 
	5/sex/group 


Control animals 
	yes, concurrent vehicle 


Details on study design 
	The test substance, 1,3-diethenyl-1,1,3,3-tetrameythyldisiloxane (CAS No. 2627-95-4), in the vehicle (corn oil), was administered orally by gavage to 3 groups of 5 male and 5 female Crl:CD(SD) rats once daily for 14 consecutive days (study days 0-13). Dosage levels were 100, 500, and 1000 mg/kg bw/day administered at a dosage volume of 5 mL/kg. A concurrent vehicle control group composed of 5 males and 5 females received the vehicle (corn oil) on a comparable regimen. The animals were approximately 9 weeks of age at the initiation of dose administration. All animals were observed twice daily for mortality and moribundity. Clinical observations, body weights, and food consumption were recorded at appropriate intervals. Gross necropsies were conducted on all surviving animals on study day 14, and selected organs were weighed. 


Examinations 
Statistics 
	Each mean was presented with the standard deviation (S.D.), standard error (S.E.), and the number of animals (N) used to calculate the mean. Due to the use of significant figures and the different rounding conventions inherent in the types of software used, the means and standard deviations on the summary and individual tables may differ slightly. Therefore, the use of reported individual values to calculate subsequent parameters or means will, in some instances, yield minor variations from those listed in the report data tables. 
All statistical tests were performed using WTDMS™ unless otherwise noted. Analyses were conducted using two tailed tests for minimum significance levels of 1% and 5%, comparing each test substance treated group to the vehicle control group by sex. 
Body weight, body weight change, food consumption, and organ weight data were subjected to a parametric one way ANOVA (Snedecor and Cochran, 1980) to determine intergroup differences between the vehicle control and test substance-treated groups. If the ANOVA revealed significant (p<0.05) intergroup variance, Dunnett's test (Dunnett, 1964) was used to compare the test substance treated groups to the vehicle control group. 



Results and discussions 
Results of examinations 
Clinical signs and mortality 
	yes 


Body weight and weight gain 
	yes 


Food consumption and compound intake (if feeding study) 
	yes 


Food efficiency 
	not examined 


Ophthalmoscopic examination 
	not examined 


Haematology 
	not examined 


Clinical chemistry 
	not examined 


Urinalysis 
	not examined 


Neurobehaviour 
	not examined 


Organ weights 
	yes 


Gross pathology 
	no effects 


Details on results 
	One male in the 1000 mg/kg bw/day group was euthanized in extremis on study day 5 following body weight loss and reduced food consumption during study days 0-4, and clinical signs of yellow, red, and/or clear material on various body surfaces, lacrimation, hunched posture, and decreased defecation. All other animals survived to the scheduled euthanasia on study day 14. Remarkable clinical findings noted for females in the 1000 mg/kg bw/day group at the daily examinations and/or approximately 1 hour following dose administration included hunched posture, decreased defecation, and clear, red, and/or yellow material on various body surfaces sporadically during the study. In addition, clear and red material around the nose and/or mouth were observed for males in the 1000 mg/kg bw/day group at approximately 1 hour following dose administration primarily during the second week of treatment. No other remarkable clinical findings were observed for males and females in the test substance-treated groups at the daily examinations or approximately 1 hour following dose administration. 
Statistically significant mean body weight losses with corresponding reduced mean food consumption were noted for males and females in the 1000 mg/kg bw/day group immediately following the initiation of dosing (study days 0-4). As a result, lower mean body weights (up to 18.9% and 16.7% in males and females, respectively) were observed throughout the remainder of the treatment period and mean body weight gains were statistically significantly lower than the vehicle control group when the overall treatment period (study days 0-14) was evaluated. Lower mean body weight gains were also observed in the 500 mg/kg bw/day group males and females generally throughout the treatment period and resulted in mean body weights that were 5.9% and 6.7% lower (not statistically significant), respectively, than the vehicle control group on study day 14. Slightly lower mean body weight gains (not statistically significant) were observed for the 100 mg/kg bw/day group males and females generally throughout the study and when the overall treatment period was evaluated. However, mean male and female body weights in this group were within 4.0% and 3.3%, respectively, of the vehicle control group mean throughout the study. Mean food consumption in the 100 and 500 mg/kg bw/day group males and females was similar to the vehicle control group throughout the study. 
No remarkable macroscopic findings were observed at any dosage level. Alterations in mean organ weights consisted of statistically significantly higher mean absolute and relative (to final body weight and brain weight) liver weights in the 500 and 1000 mg/kg bw/day group males and females and statistically significantly lower epididymal and ovary/oviduct weights in the 1000 mg/kg bw/day group males and females, respectively. In addition, lower, but not statistically significant, mean absolute and relative (to brain weight and/or final body weight) spleen and thymus weights were observed for the males and females in the 1000 mg/kg bw/day group compared to the vehicle control group. Statistically significantly higher mean kidney relative to final body weights were noted for males and females in the 500 and 1000 mg/kg bw/day groups and statistically significantly higher mean testis and brain weights relative to final body weight were observed for males and females in the 1000 mg/kg bw/day group, respectively. However, the effects on kidney, testis, and brain weights observed in the 500 and/or 1000 mg/kg bw/day groups were considered secondary to the lower final body weights observed in these groups. Mean organ weights in the 100 mg/kg bw/day group were similar to the vehicle control group. 



Applicant's summary and conclusion 
Conclusions 
	At 1000 mg/kg bw/day, moribundity, marked mean body weight losses during study days 0-4, lower mean body weight gains and body weights, reduced food consumption, and/or clinical findings (hunched posture, and red, yellow, and/or clear material on various body surfaces) were noted for males and females. Higher absolute and relative (to final body and brain weights) liver weights were noted for the 500 and 1000 mg/kg bw/day group males and females. Therefore, based on these results, dosage levels of 100, 500, and 1000 mg/kg bw/day were selected to be evaluated in further repeated dose studies of 1,3 diethenyl 1,1,3,3 tetramethyldisiloxane (CAS No. 2627-95-4) administered orally by gavage to Crl:CD(SD) rats. 


7.5.2 Repeated dose toxicity: inhalation 
Endpoint study record: DCC 1993/KS RL2/Repeated dose toxicity: inhalation, OECD 412 14 day 
	UUID 
	
	IUC4-7dee0a68-5f8b-3a85-b476-ee119f2e250d 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-24 12:54:04 EDT 

	Remarks 
	
	


Administrative Data 
	[] 
	
	

	Purpose flag 
	key study; robust study summary 

	Study result type 
	experimental result 
	
	

	Reliability 
	2 (reliable with restrictions) 

	Rationale for reliability incl. deficiencies 
	Guideline study; GLP 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	
	1993 
	A Two-Week Repeated Dose Inhalation Toxicity Study of Tetramethyldivinyldisiloxane in Albino Rats. 
	
	Dow Corning Corporation 
	1993-I0000-37739 
	
	
	


Materials and methods 
Test type 
	subacute 


Limit test 
	no 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 412 (Repeated Dose Inhalation Toxicity: 28/14-Day) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 

	EC number 
	220-099-6 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


Details on test material 
	Disiloxane, 1,3-diethenyl-1,1,3,3-tetramethyl- (CA # 2627-95-4); The test material of ~ 99% purity was used. 


Test animals 
Species 
	rat 


Strain 
	Sprague-Dawley 


Sex 
	male/female 


Details on test animals and environmental conditions 
	TEST ANIMALS
- Age at study initiation: 7-8 weeks



Administration / exposure 
Route of administration 
	inhalation: vapour 


Type of inhalation exposure 
	whole body 


Vehicle 
	air 


Details on inhalation exposure 
	GENERATION OF TEST ATMOSPHERE / CHAMBER DESCRIPTION
- Exposure apparatus: 450 liter stainless steel whole body exposure chambers






Analytical verification of doses or concentrations 
	yes 


Details on analytical verification of doses or concentrations 
	Actual chamber concentrations were measured a minimum of once an hour by a gas chromatograph (G.C). The G.C. was calibrated before the start of the study and one bag standard was prepared and analyzed during each exposure period.



Duration of treatment / exposure 
	2 weeks 


Frequency of treatment 
	6 hours/day, 5 days/week for 2 weeks 


Doses/concentrations 
	target: 5, 50 and 250 ppm; actual: 5, 50 and 246 ppm 


No. of animals per sex per dose 
	5/sex/dose 


Control animals 
	yes 


Details on study design 
	Post-exposure period: none 


Examinations 
Observations and examinations performed and frequency 
	CAGE SIDE OBSERVATIONS: Yes 
- Time schedule: Daily during the post-exposure period for treatment-related signs of toxicity, in particular, any evidence of respiratory, dermal, behavioral, nasal/or ocular changes and viability.

BODY WEIGHT: Yes 
- Time schedule for examinations: Individual body weights were measured and recorded on days 1, 8 and 15 of the study.



Sacrifice and pathology 
	Organs examined at necropsy (macroscopic and microscopic): A complete examination of internal organs and tissues was conducted. At gross necropsies, brain, kidneys, lungs, livers, spleen, adrenals, heart, testes, and ovaries were weighed. Selected organs and tissues including nasal turbinates and sinuses were preserved in10% neutral buffered. Hematoxylin and eosin stained paraffin sections of the organs and tissues were prepared using standard histologic methods. 


Statistics 
	Body weights, organ weights and organ weight ratios were analyzed by a two-sided Welch Trend Test. If a significant overall trend was detected, then all follow-up tests were one-sided and in the same direction as the overall trend. P < 0.05 was selected as the level of significance. 


Results and discussions 
Effect levels 
	Endpoint 
	Effect level 
	Based on 
	Sex 
	Basis for effect level / Remarks 

	NOAEL 
	250 ppm 
	test mat. 
	male/female 
	


Results of examinations 
Clinical signs and mortality 
	no effects 


Body weight and weight gain 
	no effects 


Food consumption 
	not examined 


Food efficiency 
	not examined 


Water consumption 
	not examined 


Ophthalmoscopic examination 
	not examined 


Haematology 
	not examined 


Clinical chemistry 
	not examined 


Urinalysis 
	not examined 


Neurobehaviour 
	not examined 


Organ weights 
	yes 


Gross pathology 
	no effects 


Histopathology: non-neoplastic 
	no effects 


Details on results 
	No deaths occurred in the controls or in animals treated with the test material and no treatment-related signs of toxicity were observed in any of the animals. There were no significant differences in mean bodyweight or mean body weight gains between controls and treated groups. A dose-related increase in female spleen weight was observed which was statistically significant at 250 ppm exposure level. A statistically significant increase in relative liver weight was also observed in female exposed to 250 ppm when compared to controls. The spleen and liver organ weight increases observed in females were of questionable significance because of the magnitude and the lack of correlation with histopathology and male data. Microscopic examination of the tissues revealed no significant histopathological changes in the respiratory tract, selected organs or tissues. 


Applicant's summary and conclusion 
Conclusions 
	The inhalation exposure of Tetramethyldivinyldisiloxane at vapor concentrations of up to 250 ppm for a period of two weeks did not produce significant toxicological effects in rats. 


7.6 Genetic toxicity 
7.6.1 Genetic toxicity in vitro 
Endpoint study record: Genetic toxicity in vitro AMES.001 
	UUID 
	
	IUC5-b9f0d687-ff6e-4eec-8e12-509bb908e5a1 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-11 08:54:08 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP, guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	San RHC and Wagner VO 
	1992 
	Salmonella/Mammalian-Microsome Plate Incorporation Mutagenicity Assay (Ames Test) and Eschericia coli WP2 uvrA Reverse Mutation Assay With a Confirmatory Assay 
	Microbiological Associates Study TC246.501088 
	Microbiological Associates 
	
	
	
	1992-12-18 


Materials and methods 
Type of genotoxicity 
	gene mutation 


Type of study 
	bacterial reverse mutation assay (e.g. Ames test) 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	equivalent or similar to 
	OECD Guideline 471 (Bacterial Reverse Mutation Assay) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	Dow Corning 2-7952 Cross Linker 


Method 
Species/strain 
	Species/strain 
	S. typhimurium TA 1535, TA 1537, TA 98 and TA 100 

	Metabolic activation 
	with and without 

	Metabolic activation system 
	Aroclor induced rat liver S9 



	Species/strain 
	E. coli WP2 uvr A 

	Metabolic activation 
	with and without 

	Metabolic activation system 
	Aroclor induced rat liver S9 


Test concentrations 
	100 - 5000 ug/plate (precipitate but no appreciable toxicity observed) 


Vehicle 
	Acetone 


Controls 
	Solvent / vehicle controls 
	yes 

	Positive controls 
	yes 


Details on test system and conditions 
	The S9 was prepared from livers of Sprague Dawley rats which had been administered 500 mg/kg bw Aroclor 1254 five days prior to sacrifice. The S9 was stored at ≤ - 70°C. The S9 was assayed for its ability to metabolise 2-aminoanthracene and 7,12-dimethylbenz(a)anthracene to forms mutagenic to S. typhimurium TA100.

ACTIVATION: S9 mix contained 10% S9 and glucose-6-phosphate and NADP as co-factors. 500 µl of S9 mix was added to 2 ml top agar giving a final concentration of approximately 2% S9.

The bacterial mutagenicity study was conducted according to a protocol similar to OECD 471, in which the substance was dissolved in acetone and mixed with agar gel at concentrations in excess of the water solubility. It is assumed that the dish containing the agar would have been covered with a lid, as this is standard in all cell cultures and necessary to prevent contamination of the culture. The plates were inverted before being incubated for approximately 48 hours. It is considered that the losses due to volatilization under these conditions would have been low and not sufficient to invalidate the study. 


Any other information on materials and methods incl. tables 
	POSITIVE CONTROLS:
Without S9:
TA98: 2-nitrofluorene (1.0 µg/plate)
TA100: sodium azide (1.0 µg/plate)
TA1535: sodium azide (1.0 µg/plate)
TA1537: 9-aminoacridine (75 µg/plate)
TA1538: 2-nitrofluorene (1.0 µg/plate)
WP2uvrA: methylmethanesulfonate (1000 µg/plate)
With S9:
TA98: 2-aminoanthracene (1.0 µg/plate)
TA100: 2-aminoanthracene (1.0 µg/plate)
TA1535: 2-aminoanthracene (1.0 µg/plate)
TA1537: 2-aminoanthracene (1.0 µg/plate)
TA1538: 2-aminoanthracene (1.0 µg/plate)
WP2uvrA: 2-aminoanthracene (10 µg/plate)


Results and discussions 
Test results 
	Species/strain 
	S. typhimurium TA 1535, TA 1537, TA 98 and TA 100 

	Metabolic activation 
	with and without 

	Test system 
	all strains/cell types tested 

	Genotoxicity 
	negative 

	Cytotoxicity 
	no, but tested up to precipitating concentrations 

	Vehicle controls valid 
	yes 

	Positive controls valid 
	yes 



	Species/strain 
	E. coli WP2 uvr A 

	Metabolic activation 
	with and without 

	Genotoxicity 
	negative 

	Cytotoxicity 
	no, but tested up to precipitating concentrations 

	Vehicle controls valid 
	yes 

	Positive controls valid 
	yes 


Any other information on results incl. tables 
	Summary of Results
Table 27
Experiment: B1
	Dose
(µg)
	Average Revertants+Standard Deviation

	Liver Microsomes: None

	
	TA98
	TA100
	TA1535
	TA1537
	TA1538
	WP2uvrA

	0.0
	14+ 4
	161+ 16
	10+ 2
	4+ 3
	6+ 3
	19+ 1

	100
	17+ 4
	151+ 10
	7+ 2
	5+ 2
	7+ 0
	14+ 6

	333
	14+3
	158+2
	11+3
	4+2
	8+3
	14+5

	1000
	15+3
	164+18
	10+3
	4+3
	8+4
	13+5

	3333
	16+5
	162+12
	9+2
	3+2
	9+2
	16+8

	5000
	16+3
	158+2
	9+2
	6+2
	6+2
	15+5

	Pos
	195+26
	707+15
	355+6
	224+47
	279+6
	150+17

	Liver Microsomes: Rat liver S9

	0.0
	28+ 6
	177+ 14
	11+ 1
	8+ 2
	11+ 5
	20+ 2

	100
	24+4
	189+ 21
	11+ 5
	7+ 2
	8+ 1
	19+ 2

	333
	20+2
	185+13
	14+3
	5+4
	11+2
	18+4

	1000
	21+4
	186+15
	8+2
	8+3
	14+6
	18+6

	3333
	22+8
	184+5
	12+7
	5+1
	12+3
	16+6

	5000
	28+7
	174+3
	10+2
	7+1
	13+3
	11+1

	Pos
	1948+311
	1289+259
	37+10
	39+9
	228+149
	374+109


0.0 = Vehicle plating aliquot of 50 µl
Pos = Positive control concentrations as specified in Methods section.



Summary of Results
Table 28
Experiment: B2
	Dose
(µg)
	Average Revertants+Standard Deviation

	Liver Microsomes: None

	
	TA98
	TA100
	TA1535
	TA1537
	TA1538
	WP2uvrA

	0.0
	11+ 3
	123+ 13
	6+ 6
	5+ 2
	7+ 2
	15+ 6

	100
	12+ 3
	111+ 17
	11+ 2
	4+ 1
	7+ 3
	15+ 6

	333
	8+2
	113+19
	5+1
	4+1
	5+3
	12+4

	1000
	14+3
	120+17
	7+4
	4+2
	6+1
	10+2

	3333
	9+4
	121+11
	10+2
	4+4
	5+0
	15+1

	5000
	15+4
	151+7
	12+4
	5+2
	8+3
	10+3

	Pos
	123+18
	386+8
	297+24
	301+96
	295+26
	145+12

	Liver Microsomes: Rat liver S9

	0.0
	19+ 5
	137+ 4
	14+ 4
	4+ 2
	13+ 3
	20+ 0

	100
	18+0
	139+ 26
	12+ 1
	7+ 3
	10+ 4
	15+6

	333
	19+2
	144+16
	7+3
	6+1
	14+4
	19+5

	1000
	23+1
	139+11
	11+4
	6+2
	14+1
	14+3

	3333
	20+2
	143+6
	10+6
	6+2
	7+2
	10+4

	5000
	22+6
	150+16
	13+5
	9+1
	14+4
	15+2

	Pos
	817+88
	814+54
	61+7
	95+19
	818+57
	401+84


1.0 = Vehicle plating aliquot of 50 µl
Pos = Positive control concentrations as specified in Methods section.


Applicant's summary and conclusion 
Interpretation of results 
	negative 


Conclusions 
	The substance did not cause a postitive response in the Salmonella/Mammalian-Microsome Plate Incorporation Mutagenicity Assay (Ames Test) and Eschericia coli WP2 uvrA Reverse Mutation Assay With a Confirmatory Assay 


7.6.2 Genetic toxicity in vivo 
Endpoint study record: Genetic toxicity in vivo micronucleus.001 
	UUID 
	
	IUC5-a0a3ac71-10bb-4919-adad-2529f9858233 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2013-06-25 09:07:21 EDT 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP, guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	BioReliance 
	2012 
	Mouse Bone Marrow Erythrocyte Micronucleus Test Following Oral Administration of 1, 3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS No. 2627-95-4) 
	Study No. AD23JU.123.BTL 
	BioReliance 
	
	SEHSC 
	
	2012-06-01 


Materials and methods 
Type of genotoxicity 
	chromosome aberration 


Type of study 
	micronucleus assay 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 474 (Mammalian Erythrocyte Micronucleus Test) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	Test article of 98% purity was used 


Test animals 
Species 
	mouse 


Strain 
	CD-1 


Sex 
	male/female 


Details on test animals and environmental conditions 
	CD-1 mice (Hsd:ICR; Harlan, Frederick, MD) 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle(s) 
	Corn oil 


Details on exposure 
	single oral exposure at 500, 1000 and 2000 mg/kg bw 


Control animals 
	other: Corn oil and Cyclophosphamide (CP, 50 mg/kg) were concurrently evaluated as vehicle and positive control substances, respectively. 


Positive control(s) 
	Cyclophosphamide (CP, 50 mg/kg) was concurrently evaluated as the positive control substance 


Examinations 
Any other information on materials and methods incl. tables 
	Systemic availability of the test substance was confirmed following a single bolus dose in mice (see Basic Toxicokinetics, section 7.1.1). 
Additional studies showed that there was no treatment-related mortality observed at 2000 mg/kg. Based on those results, aMammalian Erythrocyte Micronucleus Test(OECD 474) was conducted exposing male and female mice at dose levels of 500, 1000 and 2000 mg/kg (maximum regulatory recommended dose). Corn oil and Cyclophosphamide (CP, 50 mg/kg) were concurrently evaluated as vehicle and positive control substances, respectively.
Bone marrow was harvested approximately 24 and 48 hours after the treatment and evaluated microscopically for the presence of micronucleated PCEs (MPCEs), as well as for the proportion of PCEs (relative to total erythrocytes, PCEs/EC ratio) as an indication of erythropoiesis inhibition. To determine whether the test substance would inhibit erythropoiesis, the incidence of micronucleated polychromatic erythrocytes per 2000 polychromatic erythrocytes for each animal and per 10,000 PCEs per each treatment group was determined. As the proportion of polychromatic erythrocytes to total erythrocytes in test substance-treated animals was not less than 20% of the control value, the test substance was determined not to inhibit erythropoiesis.
For a test to be considered valid, no mortality should occur in the main portion of the study. Five animals/sex/group will be evaluated. The number of micronucleated polychromatic erythrocytes in the vehicle (negative) control group should not exceed the historical vehicle control range. The number of micronucleated polychromatic erythrocytes in the positive control group should be significantly increased relative to the vehicle (negative) control (p≤ 0.05, Kastenbaum-Bowman Tables).
The conclusions made from the results are based on sound scientific judgment. However the following should be considered when interpreting whether results are negative or positive. The test substance will be judged negative if no statistically significant increase in the incidence of micronucleated polychromatic erythrocytes in the test substance groups relative to the concurrent negative (vehicle) groups is observed. The test substance will be judged positive if the incidence of micronucleated polychromatic erythrocytes at one or more doses is statistically elevated relative to the vehicle control. If criteria for either a positive or negative genotoxic response are not met, the results will be judged as equivocal.


Results and discussions 
Test results 
	Sex 
	male/female 

	Genotoxicity 
	negative 

	Toxicity 
	no effects 

	Vehicle controls valid 
	yes 

	Positive controls valid 
	yes 


Additional information on results 
	No mortality was observed during the study period. All the mice in the control substance groups and all the mice in the 500 mg/kg treatment group appeared normal during the study period. Diarrhea was noted in one of the male mice at 1000 mg/kg. Piloerection was noted in some of the male mice and in all female mice while diarrhea was noted in two of the male and female mice following dose administration at 2000 mg/kg.

• No appreciable changes in the PCEs/EC ratio in the test substance groups compared to the respective control substance groups were observed in any of the treatment groups suggesting the test substance did not inhibit erythropoiesis.

• No statistically significant increase in the incidence of MPCEs compared to the respective vehicle control group was observed in both male and female test substance groups at 24 or 48 hours post-dose (P ≥ 0.05, binomial distribution, Kastenbaum Bowman Tables).

• Positive control substance, CP, induced a statistically significant increase in the incidence of MPCEs compared to the vehicle control group in both male and female mice (P ≤ 0.05, binomial distribution, Kastenbaum Bowman Tables). The number of micronucleated PCEs in the vehicle control groups did not exceed the historical vehicle control range. Based upon this, all criteria for a valid test were met as specified in the protocol.



Any other information on results incl. tables 
	Summary of Bone Marrow Micronucleus Analysis Following Single Oral Administration of 1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS No. 2627-95-4) in ICR Mice
	Treatment
	Sex
	Time (hr)
	No. of Animals
	PCE/Total
Erythrocytes
(Mean+SD)
	Change
From
Control
(%)
	Number of MPCE/2000
PCE
(Mean+SC)
	Number of MPCE/PCE scored

	(5 mL/kg)
	M
	24
	5
	0.538+0.04
	---
	0.0+0.00
	0/10000

	Corn oil
	F
	24
	5
	0.546+0.06
	---
	0.1+0.22
	1/10000

	

	1,3-diethenyl-1,1,3,3-tetramethyldisiloxane

	500 mg/kg
	M
	24
	5
	0.531+0.03
	-1
	0.1+0.22
	1/10000

	
	F
	24
	5
	0.566+0.03
	4
	0.2+0.27
	2/10000

	

	1000 mg/kg
	M
	24
	5
	0.585+0.04
	9
	0.6+0.42
	6/10000

	
	F
	24
	5
	0.561+0.02
	3
	0.3+0.45
	3/10000

	

	2000 mg/kg
	M
	24
	5
	0.567+0.05
	5
	0.2+0.27
	2/10000

	
	F
	24
	5
	0.574+0.02
	5
	0.1+0.22
	1/10000

	

	Cyclophosphamide monohydrate

	50 mg/kg
	M
	24
	5
	0.472+0.04
	-12
	23.3+4.79
	*233/10000

	
	F
	24
	5
	0.462+0.04
	-15
	15.5 + 3.59
	*155/10000

	

	Corn oil

	
	M
	48
	5
	0.433+0.09
	---
	0.3+0.27
	3/10000

	
	F
	48
	5
	0.544+0.05
	---
	0.2 + 0.45
	2/10000

	

	1,3-diethenyl-1,1,3,3-tetramethyldisiloxane

	2000 mg/kg
	M
	48
	5
	0.527+0.07
	22
	0.1+0.22
	1/10000

	
	F
	48
	5
	0.581+0.01
	7
	0.0+0.00
	0/10000


*Statistically significant increase compared to vehicle control, p<0.05 (Kastenbaum-Bowman Tables)


Applicant's summary and conclusion 
Interpretation of results 
	negative 


Conclusions 
	Under the conditions of the study conduct, a single oral administration of the test substance, at doses up to and including 2000 mg/kg did not induce a significant increase in the incidence of micronucleated polychromatic erythrocytes in bone marrow of male or female ICR mice. Therefore, the test substance was concluded to be negative in the mouse micronucleus assay. 


7.8 Toxicity to reproduction 
7.8.1 Toxicity to reproduction 
Endpoint study record: Toxicity to reproduction OECD 422.001 
	UUID 
	
	IUC5-5533508d-0580-4136-9829-9a6871e539b8 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-04 13:01:39 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP, guideline study 


Data source 
Reference 
	Reference type 
	Author 
	Year 
	Title 
	Bibliographic source 
	Testing laboratory 
	Report no. 
	Owner company 
	Company study no. 
	Report date 

	study report 
	Edwards, T 
	2012 
	A Combined 28-Day Repeated Dose Oral (Gavage) Toxicity Study with the Reproduction/Developmental Toxicity Screening Test of 1,3-Diethenyl-1,1,3,3-Tetramethyldisiloxane (CAS No. 2627-95-4) in Rats Including a 14-Day Recovery 
	WIL Research Laboratories, LLC 1407 George Road Ashland, OH 44805-8946 
	WIL Research Laboratories, LLC 1407 George Road Ashland, OH 44805-8946 
	WIL-401015 
	SEHSC 
	
	2012-12-07 


Materials and methods 
Test type 
	other: reproductive screen 


Limit test 
	no 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	OECD Guideline 422 (Combined Repeated Dose Toxicity Study with the Reproduction / Developmental Toxicity Screening Test) 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	1,3-divinyltetramethyldisiloxane 99.1% 


Test animals 
Species 
	rat 


Strain 
	other: Crl:CD(SD) 


Sex 
	male/female 


Details on test animals and environmental conditions 
	Sexually mature male and virgin female Sprague Dawley [Crl:CD(SD)] rats were used as the test system on this study. The animal model, the Crl:CD(SD) rat, is recognized as appropriate for reproductive toxicity studies. In addition, significant reproductive historical control data are available for the Crl:CD(SD) rat. The number of animals selected for this study was consistent with OECD guidelines for reproduction/developmental toxicty screening requirements.
Crl:CD(SD) rats (70 males and 120 females) were received in good health from Charles River Laboratories, Inc., Raleigh, NC on 28 June 2011. The animals were approximately 63 days old upon receipt.

All rats were housed throughout the acclimation period and during the study in an environmentally controlled room. The room temperature and humidity controls were set to maintain environmental conditions of 71°F ± 5°F (22°C ± 3°C) and 50% ± 20%, respectively. Room temperature and relative humidity data were monitored continuously and were scheduled for automatic collection on an hourly basis. Actual mean daily temperature ranged from 71.1°F to 73.6°F (21.7°C to 23.1°C) and mean daily relative humidity ranged from 44.8% to 72.5% during the study. Fluorescent lighting provided illumination for a 12 hour light (0600 hours to 1800 hours)/12 hour dark photoperiod. The light status (on or off) was recorded once every 15 minutes. Air handling units were set to provide a minimum of 10 fresh air changes per hour. 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle 
	corn oil 


Details on exposure 
	The vehicle and test substance formulations were administered orally by gavage, via an appropriately sized flexible, Teflon® shafted, stainless steel ball-tipped dosing cannula (Natume, Japan) once daily. 




Details on mating procedure 
	The rats selected for breeding were paired for mating in the home cage of the male. Following positive evidence of mating, the males were returned to wire mesh cages until the scheduled necropsy, and the females were transferred to plastic maternity cages with nesting material, ground corncob bedding (Bed O'Cobs®; The Andersons, Cob Products Division, Maumee, OH). The nesting material is periodically analyzed by the manufacturer for contaminants. No contaminants were present in the bedding at concentrations sufficient to interfere with the outcome of the study. The results of these analyses are maintained at WIL Research. The reproductive phase females and their litters were housed in plastic maternity cages until euthanasia on lactation day 4. Females with no evidence of mating or that failed to deliver were housed in plastic maternity cages until post-cohabitation or post-mating day 25. 


Analytical verification of doses or concentrations 
	yes 


Details on analytical verification of doses or concentrations 
	A gas chromatography method with flame ionization detection for the determination of
1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS no. 2627-95-4) concentration in
formulations containing corn oil and test substance ranging in concentration from 1.00 to
200 mg/mL was validated in a previous study. In the
present study, formulations used for dose administration were analyzed to verify test
substance homogeneity and concentration acceptability. 


Duration of treatment / exposure 
	Ten males/group selected for pairing were administered the test substance for 14 days prior to mating through 1 day prior to euthanasia for a total of 31 doses. In addition, 10 females/group selected for pairing (reproductive phase) were dosed for 14 days prior to mating, throughout mating, and continuing through lactation day 3 for a total of 39 to 47 doses. Females that failed to deliver were dosed through the day prior to euthanasia (post-cohabitation day 25 or post-mating day 25) for a total of 40 or 52 doses; females with total litter loss received 38 or 40 doses. Furthermore, 10 females/group in the toxicology phase were dosed beginning on study day 0 through 1 day prior to euthanasia for a total of 34 doses; the dosing period was extended to accommodate behavioral testing for these females. An additional 10 males (not selected for mating) and 10 toxicology phase females in the control and high-dose groups were treated beginning on study day 0; following 28 (males) or 31 (females) doses, these animals were assigned to the 14-day recovery period and remained on study. Males and females were approximately 10.5 weeks of age at the beginning of test substance administration. 


Frequency of treatment 
	Daily 


Doses / concentrations 
	50, 150, and 600 mg/kg of body weight/day 


No. of animals per sex per dose 
	20 males and 30 females per group for the control and high dose group; 10 males and 20 females for the mid- and low-dose groups 


Control animals 
	yes, concurrent vehicle 


Further details on study design 
	All animals were observed twice daily for mortality and moribundity. Clinical observations, body weights, and food consumption were recorded at appropriate intervals. FOB and locomotor activity data were recorded for all males and toxicology phase females during the last week of dosing (study week 4). All reproductive phase females were allowed to deliver and rear their pups until lactation day 4. F1 clinical observations and body weights were recorded on PND 1 and 4. Pups were euthanized on PND 4 and discarded following external examination. Clinical pathology evaluations (hematology and serum chemistry) were performed on all males and toxicology phase females at necropsy. Males and toxicology phase females were euthanized following at least 28 days of dose administration and reproductive phase females were euthanized on lactation day 4. Males and toxicology phase females assigned to the post-treatment period were euthanized following a minimum 2-week recovery period. Complete necropsies were conducted on all adult animals. Selected organs were weighed and selected tissues were examined microscopically from all males and toxicology phase females at the primary and recovery necropsies. In addition, alpha-2-u staining and examination was performed on the kidneys of all males at the primary and recovery necropsies, and the liver from males and toxicology phase females at the primary necropsy was examined using polarized light to assess pigment accumulation in the liver. 


Examinations 
Parental animals: Observations and examinations 
	All animals were observed twice daily for mortality and moribundity. Clinical observations, body weights, and food consumption were recorded at appropriate intervals. FOB and locomotor activity data were recorded for all males and toxicology phase females during the last week of dosing (study week 4). All reproductive phase females were allowed to deliver and rear their pups until lactation day 4.Clinical pathology evaluations (hematology and serum chemistry) were performed on all males and toxicology phase females at necropsy. Males and toxicology phase females were euthanized following at least 28 days of dose administration and reproductive phase females were euthanized on lactation day 4. Males and toxicology phase females assigned to the post-treatment period were euthanized following a minimum 2-week recovery period. 


Litter observations 
	F1 clinical observations and body weights were recorded on PND 1 and 4. 


Postmortem examinations (Parental animals) 
	Complete necropsies were conducted on all adult animals. Selected organs were weighed and selected tissues were examined microscopically from all males and toxicology phase females at the primary and recovery necropsies. In addition, alpha-2-u staining and examination was performed on the kidneys of all males at the primary and recovery necropsies, and the liver from males and toxicology phase females at the primary necropsy was examined using polarized light to assess pigment accumulation in the liver.

Toxicity to Reproduction: Histopathological evaluations were conducted for control and high-dose animals (5/sex/group for reproductive tissues including the ovaries, uterus, prostate, seminal vesicles, testes and epididymides). Special emphasis was made on the stages of spermatogenesis and histopathology of interstitial cell structure. The uterus was excised and the implantation sites and corpora lutea, if present, were counted. 


Postmortem examinations (Offspring) 
	Pups were euthanized on PND 4 and discarded following external examination. 


Statistics 
	Each mean was presented with the standard deviation (S.D.), standard error (S.E.), and the number of animals (N) used to calculate the mean. Due to the use of significant figures and the different rounding conventions inherent in the types of software used, the means and standard deviations on the summary and individual tables may differ slightly. Therefore, the use of reported individual values to calculate subsequent parameters or means will, in some instances, yield minor variations from those listed in the report data tables. Data obtained from nongravid females were excluded from statistical analyses following the mating period. Where applicable, the litter was used as the experimental unit. 


Reproductive indices 
	Mating, fertility, and copulation/conception indices were calculated as follows:

Male (Female) Mating Index (%) = [No. of Males (Females) with Evidence of Mating (or Confirmed Pregnant) / Total No. of Males (Females) Used for Mating] x 100

Male Fertility Index (%) = [No. of Males Siring a Litter / Total No. of Males Used for Mating] x 100

Male Copulation Index (%) = [No. of Males Siring a Litter / No. of Males with Evidence of Mating (or Females with Confirmed Pregnancy)] x 100

Female Fertility Index (%) = [No. of pregnant females/No. of females used for mating] x 100

Female Conception Index (%) = [No. of females with confirmed pregnancy / No. of Females with Evidence of Mating (or Confirmed Pregnancy)] x 100



Offspring viability indices 
	Mean Live Litter Size

Postnatal Survival Between Birth and PND 0 or PND 4 (Pre-selection) 
(% Per Litter)

Postnatal Survival for All
Other Intervals (% Per Litter)



Results and discussions 
Effect levels 
	Endpoint 
	Generation 
	Sex 
	Effect level 
	Based on 
	Basis for effect level / Remarks 

	NOAEL 
	F1 
	male/female 
	600 mg/kg bw/day (actual dose received) 
	test mat. 
	No effects on reproductive parameters at highest dose tested. 


Results of examinations: parental animals 
Clinical signs (parental animals) 
	yes 


Body weight and food consumption (parental animals) 
	yes 


Reproductive performance (parental animals) 
	no effects 


Organ weights (parental animals) 
	yes 


Gross pathology (parental animals) 
	yes 


Details on results (parental animals) 
	All animals survived to their scheduled euthanasia. Clinical findings noted in the test substance treated groups included clear material around the mouth noted in a dose-related manner for males, toxicology phase females, and reproductive phase females in the 150 and 600 mg/kg of body weight/day groups, red material around the mouth for males, toxicology phase females, and reproductive phase females in the 600 mg/kg of body weight/day group at approximately 1 hour following dose administration, and salivation prior to dosing for toxicology and reproductive phase females in the 600 mg/kg of body weight/day group. These findings were considered test substance-related.

Test substance-related mean body weight losses or reduced mean body weight gains were generally noted for males and toxicology phase females throughout the treatment period, resulting in reductions in mean body weights (up to 12.3% and 7.2% for males and females, respectively). Corresponding reductions in mean food consumption were noted for males in the 600 mg/kg of body weight/day group during study days 0-7. During the post-treatment period, higher mean body weight gains were noted for males in the 600 mg/kg of body weight/day group, resulting in mean body weights that were 4.3% lower than the control group by study day 41. Mean body weights, body weight gains, and food consumption were unaffected by test substance administration for males and toxicology phase females in the 50 and 150 mg/kg of body weight/day groups throughout the study, for toxicology phase females in the 600 mg/kg of body weight/day group during the post-treatment period, and for reproductive phase females at all dosage levels throughout the study.

Test substance-related increases in mean cumulative total and ambulatory counts were noted for males in the 600 mg/kg of body weight/day group due to slower habituation over the test session. No test substance-related effects were noted on locomotor activity for males at 50 and 150 mg/kg of body weight/day or toxicology phase females at all dosage levels or on FOB parameters for males and toxicology phase females at all dosage levels.

Test substance-related alterations in hematology parameters in the 600 mg/kg of body weight/day group at the primary necropsy included lower mean hemoglobin concentration and MCHC for males and toxicology phase females and lower hematocrit and MCH for females; these changes were considered nonadverse. At the recovery necropsy, test substance-related changes in the 600 mg/kg of body weight/day group included lower mean MCHC for males and toxicology phase females, lower hematocrit, hemoglobin, and MCH and higher absolute reticulocyte count, % reticulocytes, and red cell distribution width (RDW) for males, and lower absolute monocyte count and hemoglobin distribution width (HDW) and higher hematocrit for toxicology phase females; these changes were considered nonadverse. Hematology parameters were unaffected for males and toxicology phase females in the 50 and 150 mg/kg of body weight/day groups.

Serum chemistry changes in the 600 mg/kg of body weight/day group at the primary necropsy associated with test substance administration included higher mean cholesterol and GGT for males and toxicology phase females, higher mean bilirubin, ALT, and AST for males, and higher globulin and total protein for toxicology phase females. Alterations in bilirubin, ALT, AST, and GGT were associated with absolute and relative liver weight changes and microscopic changes in the liver and were considered adverse. At the recovery necropsy, no test substance-related serum chemistry changes were noted. Serum chemistry parameters were unaffected for males and toxicology phase females in the 50 and 150 mg/kg of body weight/day groups.
Test substance-related organ weight alteration at the primary necropsy included higher absolute and relative (to final body weight and brain weight) liver weights for males in the 50, 150, and 600 mg/kg of body weight/day groups and females in the 150 and 600 mg/kg of body weight/day groups and lower absolute and relative to brain weight adrenal gland weights for males in the 600 mg/kg of body weight/day group. At the recovery necropsy, test substance-related increases in mean absolute and relative (to body weight and brain weight) liver weights persisted in the males and females in the 600 mg/kg of body weight/day group. Test substance-related macroscopic findings were limited to pale kidneys for 1 male in the 600 mg/kg of body weight/day group; this finding corresponded to microscopic findings of hyaline droplet nephropathy for this male.
Bile duct hyperplasia, peribiliary fibrosis, and brown pigment in the bile duct were noted microscopically for males and toxicology phase females in the 600 mg/kg of body weight/day group at the primary necropsy; bile duct hyperplasia was also noted for females in the 150 mg/kg of body weight/day group at the primary necropsy. These findings corresponded to higher mean absolute and relative liver weights and higher mean bilirubin, ALT, AST, and/or GGT levels noted for males and toxicology phase females in the 600 mg/kg of body weight/day group at the primary necropsy and were considered adverse in the 600 mg/kg of body weight/day group males and the 150 and 600 mg/kg of body weight/day group females. Examination of the brown pigment by polarized light revealed red birefringence with “Maltese cross” formation, consistent with porphyrin pigment. These microscopic and organ weight changes persisted at the recovery necropsy with similar incidence and severity in the 600 mg/kg of body weight/day group males. In addition, hepatocellular hypertrophy was noted in the liver of males and toxicology phase females in the 50, 150, and 600 mg/kg of body weight/day groups at the primary necropsy; this finding was considered nonadverse. At the recovery necropsy, the incidence and severity of the hypertrophy was decreased when compared to the primary necropsy, indicating a trend toward recovery. 

Microscopic findings of hyaline droplets (nonadverse) were noted in the kidney for males at all dosage levels at the primary necropsy. This finding progressed to hyaline droplet nephropathy (adverse) at all dosage levels. Immunohistochemistry for alpha-2u globulins was positive in the male rats with changes in distribution and morphology of the positive staining consistent with alpha-2u globulin hyaline droplet nephropathy. The hyaline droplet nephropathy persisted at the recovery necropsy. Alpha-2u globulin nephropathy is a male rat specific finding and renal effects induced in the male rats are unlikely to occur in humans. Adrenal cortical atrophy and cytoplasmic vacuolation of the pituitary were noted for males at all dosage levels at the primary necropsy. The adrenal cortical atrophy corresponded to lower absolute and relative adrenal gland weights for males in the 600 mg/kg of body weight/day group at the primary necropsy. The cytoplasmic vacuolation observed in the pituitary at the primary necropsy was observed at the recovery necropsy with decreased incidence and severity, indicating a trend toward recovery. Adrenal cortical changes were not observed at the recovery necropsy. 

Results of Reproductive Performance
Dosage Level (mg/kg of body weight/day); WIL Historical Control
Parameter: 0 50 150 600; Mean (Range)
Male Mating Index: 100.0 100.0 90.0 90.0; 96.8 (84.0-100.0)
Female Mating Index: 100.0 100.0 90.0 90.0; 98.2 (86.7-100.0)
Male Fertility Index: 90.0 100.0 90.0 80.0; 91.1 (60.0-100.0)
Female Fertility Index 90.0 100.0 90.0 80.0; 93.2 (60.0-100.0)
Male Copulation Index 90.0 100.0 100.0 88.9; 94.4 (71.4-100.0)
Female Conception Index 90.0 100.0 100.0 88.9; 95.0 (65.2-100.0)
Pre-Coital Interval (days) 3.1 2.4 3.3 2.3; 2.9 (1.8-4.8)

None were significantly different from control group.

No test substance-related effects on functional reproductive performance were observed at any dosage level. No statistically significant differences were noted between the control and test substance-treated groups. Males that did not sire a litter numbered 1, 0, 1, and 2 in the control, 50, 150, and 600 mg/kg of body weight/day groups, respectively. Females that had evidence of mating but did not deliver numbered 1, 0, 0, and 1 in the same respective groups. The mean numbers of days between pairing and coitus in the test substance-treated groups were similar to the control group value; the difference from the control group was slight and not statistically significant.

Gestation Length and Parturition: Mean gestation lengths in the 50, 150, and 600 mg/kg of body weight/day groups were similar to those in the control group. No statistically significant differences were noted. No signs of dystocia were noted in these groups.

Therefore, there were no effects on functional reproductive performance including mating, fertility, and conception or copulation indices, gestation length, or parturition. 


Results of examinations: offspring 
Viability (offspring) 
	yes 


Clinical signs (offspring) 
	no effects 


Body weight (offspring) 
	yes 


Sexual maturation (offspring) 
	not examined 


Organ weights (offspring) 
	not examined 


Gross pathology (offspring) 
	no effects 


Histopathology (offspring) 
	not examined 


Details on results (offspring) 
	See section 7.8.2 


Applicant's summary and conclusion 
Conclusions 
	Based on the lack of adverse effects on any reproductive parameter evaluated, a dosage level of 600 mg/kg of body weight/day, the highest dosage level evaluated, was considered to be the no-observed-adverse-effect level (NOAEL) for reproductive toxicity of the test substance when administered orally by gavage to Crl:CD(SD) rats. 


7.8.2 Developmental toxicity / teratogenicity 
Endpoint study record: Developmental toxicity / teratogenicity OECD 422.001 
	UUID 
	
	IUC5-b98b9b7e-c2b7-418c-8a2f-d70522a6ba5b 

	Dossier UUID 
	
	0 

	Author 
	
	Collette / Epona Associates, LLC / Willington / United States 

	Date 
	
	2014-03-05 16:37:45 EST 

	Remarks 
	
	


Administrative Data 
	Purpose flag 
	key study 

	Study result type 
	experimental result 
	
	

	Reliability 
	1 (reliable without restriction) 

	Rationale for reliability incl. deficiencies 
	GLP, gudideline study 


Materials and methods 
Limit test 
	no 


Test guideline 
	Qualifier 
	Guideline 
	Deviations 

	according to 
	other guideline: OECD 422 
	


GLP compliance 
	yes 


Test materials 
Identity of test material same as for substance defined in section 1 (if not read-across) 
	yes 


Test material identity 
	Identifier 
	Identity 

	CAS number 
	2627-95-4 


Details on test material 
	1,3-divinyltetramethyldisiloxane 99.1% 


Test animals 
Species 
	rat 


Strain 
	other: Crl:CD(SD) 


Details on test animals and environmental conditions 
	Sexually mature male and virgin female Sprague Dawley [Crl:CD(SD)] rats were used as the test system on this study. The animal model, the Crl:CD(SD) rat, is recognized as appropriate for reproductive toxicity studies. In addition, significant reproductive historical control data are available for the Crl:CD(SD) rat. The number of animals selected for this study was consistent with OECD guidelines for reproduction/developmental toxicty screening requirements.
Crl:CD(SD) rats (70 males and 120 females) were received in good health from Charles River Laboratories, Inc., Raleigh, NC on 28 June 2011. The animals were approximately 63 days old upon receipt.

All rats were housed throughout the acclimation period and during the study in an environmentally controlled room. The room temperature and humidity controls were set to maintain environmental conditions of 71°F ± 5°F (22°C ± 3°C) and 50% ± 20%, respectively. Room temperature and relative humidity data were monitored continuously and were scheduled for automatic collection on an hourly basis. Actual mean daily temperature ranged from 71.1°F to 73.6°F (21.7°C to 23.1°C) and mean daily relative humidity ranged from 44.8% to 72.5% during the study. Fluorescent lighting provided illumination for a 12 hour light (0600 hours to 1800 hours)/12 hour dark photoperiod. The light status (on or off) was recorded once every 15 minutes. Air handling units were set to provide a minimum of 10 fresh air changes per hour. 


Administration / exposure 
Route of administration 
	oral: gavage 


Vehicle 
	corn oil 


Details on exposure 
	The vehicle and test substance formulations were administered orally by gavage, via an appropriately sized flexible, Teflon® shafted, stainless steel ball-tipped dosing cannula (Natume, Japan) once daily. 




Analytical verification of doses or concentrations 
	yes 


Details on analytical verification of doses or concentrations 
	A gas chromatography method with flame ionization detection for the determination of
1,3-diethenyl-1,1,3,3-tetramethyldisiloxane (CAS no. 2627-95-4) concentration in
formulations containing corn oil and test substance ranging in concentration from 1.00 to
200 mg/mL was validated in a previous study. In the
present study, formulations used for dose administration were analyzed to verify test
substance homogeneity and concentration acceptability. 



Details on mating procedure 
	The rats selected for breeding were paired for mating in the home cage of the male. Following positive evidence of mating, the males were returned to wire mesh cages until the scheduled necropsy, and the females were transferred to plastic maternity cages with nesting material, ground corncob bedding (Bed O'Cobs®; The Andersons, Cob Products Division, Maumee, OH). The nesting material is periodically analyzed by the manufacturer for contaminants. No contaminants were present in the bedding at concentrations sufficient to interfere with the outcome of the study. The results of these analyses are maintained at WIL Research. The reproductive phase females and their litters were housed in plastic maternity cages until euthanasia on lactation day 4. Females with no evidence of mating or that failed to deliver were housed in plastic maternity cages until post-cohabitation or post-mating day 25. 


Duration of treatment / exposure 
	Ten males/group selected for pairing were administered the test substance for 14 days prior to mating through 1 day prior to euthanasia for a total of 31 doses. In addition, 10 females/group selected for pairing (reproductive phase) were dosed for 14 days prior to mating, throughout mating, and continuing through lactation day 3 for a total of 39 to 47 doses. Females that failed to deliver were dosed through the day prior to euthanasia (post-cohabitation day 25 or post-mating day 25) for a total of 40 or 52 doses; females with total litter loss received 38 or 40 doses. Furthermore, 10 females/group in the toxicology phase were dosed beginning on study day 0 through 1 day prior to euthanasia for a total of 34 doses; the dosing period was extended to accommodate behavioral testing for these females. An additional 10 males (not selected for mating) and 10 toxicology phase females in the control and high-dose groups were treated beginning on study day 0; following 28 (males) or 31 (females) doses, these animals were assigned to the 14-day recovery period and remained on study. Males and females were approximately 10.5 weeks of age at the beginning of test substance administration. 



Frequency of treatment 
	Daily 


Doses / concentrations 
	50, 150, and 600 mg/kg of body weight/day 


No. of animals per sex per dose 
	20 males and 30 females per group for the control and high dose group; 10 males and 20 females for the mid- and low-dose groups 




Control animals 
	yes, concurrent vehicle 


Further details on study design 
	All animals were observed twice daily for mortality and moribundity. Clinical observations, body weights, and food consumption were recorded at appropriate intervals. FOB and locomotor activity data were recorded for all males and toxicology phase females during the last week of dosing (study week 4). All reproductive phase females were allowed to deliver and rear their pups until lactation day 4. F1 clinical observations and body weights were recorded on PND 1 and 4. Pups were euthanized on PND 4 and discarded following external examination. Clinical pathology evaluations (hematology and serum chemistry) were performed on all males and toxicology phase females at necropsy. Males and toxicology phase females were euthanized following at least 28 days of dose administration and reproductive phase females were euthanized on lactation day 4. Males and toxicology phase females assigned to the post-treatment period were euthanized following a minimum 2-week recovery period. Complete necropsies were conducted on all adult animals. Selected organs were weighed and selected tissues were examined microscopically from all males and toxicology phase females at the primary and recovery necropsies. In addition, alpha-2-u staining and examination was performed on the kidneys of all males at the primary and recovery necropsies, and the liver from males and toxicology phase females at the primary necropsy was examined using polarized light to assess pigment accumulation in the liver. 


Examinations 
Maternal examinations 
	All animals were observed twice daily for mortality and moribundity. Clinical observations, body weights, and food consumption were recorded at appropriate intervals. FOB and locomotor activity data were recorded for all males and toxicology phase females during the last week of dosing (study week 4). All reproductive phase females were allowed to deliver and rear their pups until lactation day 4.Clinical pathology evaluations (hematology and serum chemistry) were performed on all males and toxicology phase females at necropsy. Males and toxicology phase females were euthanized following at least 28 days of dose administration and reproductive phase females were euthanized on lactation day 4. Males and toxicology phase females assigned to the post-treatment period were euthanized following a minimum 2-week recovery period. 


Ovaries and uterine content 
	Reproductive phase females that delivered were euthanized on lactation day 4; the number of former implantation sites and corpora lutea was recorded. Reproductive phase females that failed to deliver were euthanized on post mating day 25 (females with evidence of mating) or post-cohabitation day 25 (females with no evidence of mating). Uteri with no macroscopic evidence of implantation were opened and subsequently placed in 10% ammonium sulfide solution for detection of early implantation loss (Salewski, 1964). Females with total litter loss were euthanized on the day of litter loss. Necropsy included examination of the external surface, all orifices and the cranial cavity, the external surface of the brain, and the thoracic, abdominal, and pelvic cavities, including viscera 


Fetal examinations 
	Each litter was examined daily for survival, and all deaths were recorded. All pups were individually identified by application of tattoo markings on the digits following completion of parturition. A daily record of litter size was maintained. Intact offspring dying were necropsied using a fresh dissection technique, which included examination of the heart and major vessels (Stuckhardt and Poppe, 1984). Tissues were preserved in 10% neutral-buffered formalin for possible future histopathologic examination only as deemed necessary by the gross findings. The carcass of each pup was then discarded.

Clinical observations: Litters were examined daily for survival and any adverse changes in appearance or behavior. Each pup received a detailed physical examination on PND 1 and 4. Any abnormalities in nursing behavior were recorded.

Body Weights: Pups were individually weighed on PND 1 and 4. Mean pup weights were presented by sex for each litter and by dose group. When body weights could not be determined for a pup during a given interval (due to an unscheduled death, etc.), group mean values were calculated for that interval using the available data. 

Sex Determination: Pups were individually sexed on PND 0 and 4.



Statistics 
	Each mean was presented with the standard deviation (S.D.), standard error (S.E.), and the number of animals (N) used to calculate the mean. Due to the use of significant figures and the different rounding conventions inherent in the types of software used, the means and standard deviations on the summary and individual tables may differ slightly. Therefore, the use of reported individual values to calculate subsequent parameters or means will, in some instances, yield minor variations from those listed in the report data tables. Data obtained from nongravid females were excluded from statistical analyses following the mating period. Where applicable, the litter was used as the experimental unit. 


Indices 
	Calculation of Litter Parameters:

Litter Parameters were defined as follows:

Mean Live Litter Size – [Total No. of Viable Pups on PND 0 / No. of Litters with Viable Pups PND 0]

Postnatal Survival Between Birth and PND 0 or PND 4 (Pre-selection) (% Per Litter) = ]Sum of (Viable Pups Per Litter on PND 0 or PND 4 [Pre-selection]/No. of Pups Born per Litter] / No. of Liters Per Group] x 100

Postnatal Survival for All Other Intervals (% Per Litter) = [Sum of (Viable Pups Per Litter at End of Interval N / Viable Pups Per Litter at Start of Interval N) / No. of Litters Per Group] x 100

Where N = PND 0-1 and 1-4



Historical control data 
	significant reproductive historical control data are available for the Crl:CD(SD) rat. 


Results and discussions 
Effect levels 
	Endpoint 
	Effect type 
	Effect level 
	Based on 
	Basis for effect level / Remarks 

	NOAEL 
	developmental toxicity 
	150 mg/kg bw/day (actual dose received) 
	test mat. 
	based on effects on postnatal survival and pup body weights at 600 mg/kg bw/day 

	NOAEL 
	maternal toxicity 
	50 mg/kg bw/day (actual dose received) 
	test mat. 
	Based on the effects on body weights and food consumption; adverse serum chemistry alterations, adverse changes in organ weights, adverse histopathology of the liver at 150 and 600 mg/kg bw/day 


Maternal toxic effects 
	yes 


Details on maternal toxic effects 
	There were no deaths among the reproductive phase females. Clinical findings included various clear or red material around the mouth following dose administration, and salivation prior to dosing (effects primarily at 600 mg/kg bw/day but presence of clear material seen at 150 mg/kg bw/day). There were no effects on mean body weights and body weight gains for the reproductive phase females during the pre-mating, gestation and lactation periods. Mean food consumption for all test substance-treated dams was similar to that in the control group throughout the entire study. 


Embryotoxic / teratogenic effects 
	yes 


Details on embryotoxic / teratogenic effects 
	Two test substance-related total litter losses were noted in the 600 mg/kg of body weight/day group (see details below). As a result, lower postnatal survival was noted during the postnatal period. Slightly lower (not statistically significant) mean pup birth weights and body weight gains during PND 1-4 resulted in lower mean male and female pup body weights in the 600 mg/kg of body weight/day group; these results were considered test substance-related and adverse. No test substance-related effects were noted on the mean numbers of implantation sites, numbers of pups born, or live litter sizes for reproductive phase females at all dosage levels. 


Any other information on results incl. tables 
	PND 0 Litter Data and Postnatal Survival: As a result of the lower number of implantation sites noted for females in the 600 mg/kg of body weight/day group, the mean number of pups born (12.3 pups) and live litter size (12.0 pups) in this group were lower (not statistically significant) than the control group mean (14.6 and 13.9 pups, respectively) and the WIL historical control means for these parameters (14.4 and 14.2 pups, respectively). While these mean values were within the WIL historical control ranges, they were on the low end of the range (11.7-16.6 pups born and 11.6-16.4 pups for the live litter size). The percentage of males at birth in the 600 mg/kg of body weight/day group was unaffected by test substance administration. 
Postnatal survival in the 600 mg/kg of body weight/day group was lower (82.1%, 85.7%, and 68.3%, respectively) than the control group (96.0%, 99.4%, and 91.3%, respectively) during PND 0-1, PND 1-4, and from birth to PND 4. Although not statistically significantly different from the concurrent control group, the values of postnatal survival were below the minimum mean values in the WIL historical control data (94.6%, 87.0%, and 83.8%, respectively). These results were primarily due to 2 total litter losses (nos. 17852 and 17808) noted on PND 1 and 3, respectively. Dam no. 17852 delivered 2 pups, both of which were found missing and presumed cannabalized on PND 1. Dam no. 17808 delivered 16 pups; one was found dead on PND 2 and the other 15 were found dead on PND 3 with multiple pups noted with cool body prior to being found dead. 
Postnatal survival, the number of pups born, live litter size, and percentage of males at birth in the 50 and 150 mg/kg of body weight/day groups were unaffected by test substance administration. Differences from the concurrent control group were not statistically significant and/or the values were within the ranges of values in the WIL historical control data.
General Physical Condition:Higher numbers of pups found dead (19 pups) and missing (7 pups) were noted in the 600 mg/kg of body weight/day group compared to the control group (11 pups found dead and 1 pup missing). This was primarily due to 2 test substance-related total litter losses. In addition, an increased incidence of pups with a cool body was noted. The general physical condition of F1 pups in the 50 and 150 mg/kg of body weight/day groups were unaffected by test substance administration. Pups that were found dead in the 50 and 150 mg/kg of body weight/day groups numbered 7 and 2, respectively. One, 2, and 0 pups in the control, 50, and 150 mg/kg of body weight/day groups, respectively, were missing and presumed to have been cannibalized.
Offspring Body Weight:Slightly lower (not statistically significant) F1 pup birth weights were noted for male and female pups in the 600 mg/kg of body weight/day group. Slightly lower (not statistically significant) mean pup body weight gains were noted for these pups during PND 1-4, resulting in mean pup body weights that were 9.4% (males) and 7.0% (females) lower (not statistically significant) than the control group on PND 4. Although the mean body weight gain for females in the 600 mg/kg of body weight/day group (2.8 g) was higher than that noted in the 150 mg/kg of body weight/day group (2.7 g), the value at 600 mg/kg of body weight/day was slightly skewed by 1 litter (no. 17806) with a high mean body weight gain; with this litter excluded, mean body weight gain during PND 1-4 for females in the 600 mg/kg of body weight/day group was 2.4 g. These results were considered test substance-related and adverse.
Mean male and female pup body weights and body weight changes in the 50 and 150 mg/kg of body weight/day groups were unaffected by test substance administration during PND 1-4. No statistically significant differences from the control group were noted.


Applicant's summary and conclusion 
Conclusions 
	The NOAEL for developmental toxicity was 150 mg/kg of body weight/day based on the effects on postnatal survival and pup body weights in the 600 mg/kg of body weight/day group. 




14 Information requirements 
14.2 Alternative name request 
[bookmark: IUC4-bc40128c-e817-347d-8e92-a80c1a5776b]

Reference substance: 1,1,3,3-tetramethyl-1,3-divinyldisiloxane 
	UUID 
	
	IUC4-bc40128c-e817-347d-8e92-a80c1a5776bc 

	Dossier UUID 
	
	0 

	Author 
	
	XML Transformation V2.0 Plug-In 

	Date 
	
	2006-09-25 00:00:00 EDT 

	Remarks 
	
	Successfully migrated to IUCLID 5.3 format. 


General information 
	Reference substance name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 


EC inventory 
	EC number 
	220-099-6 
	CAS number 
	2627-95-4 

	EC name 
	1,1,3,3-tetramethyl-1,3-divinyldisiloxane 

	Molecular formula 
	C8H18OSi2 


Reference substance information 
CAS information 
	CAS number 
	2627-95-4 


Description 
	
	The given information is based on IUCLID4 chapter 1.1.0 General Substance Information and the IUCLID4 Substance Definition. 


Molecular and structural information 
	Molecular formula 
	C8-H18-O-Si2 

	SMILES notation 
	C=C[Si](O[Si](C=C)(C)(C)(C)C 


[bookmark: IUC4-0bb1de2d-c126-308c-a9d0-7607abe2ea0]

Legal entity: Epona Associates, LLC 
	UUID 
	
	IUC4-0bb1de2d-c126-308c-a9d0-7607abe2ea0f 

	Dossier UUID 
	
	0 

	Author 
	
	XML Transformation V2.0 Plug-In 

	Date 
	
	2009-10-06 00:00:00 EDT 

	Remarks 
	
	Successfully migrated to IUCLID 5.3 format. 


General information 
	Legal entity name 
	Epona Associates, LLC 




Contact information 
Contact address 
	Address 
	156 River Road, Studio 3 

	Postal code 
	06279 

	Town 
	Willington, CT 

	Country 
	other: United States 
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