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Washington, DC 20004 

Re: TSCA Section 8(e) Notification of Substantial Risk: 

Dear TSCA Section 8(e) Coordinator: 

In accordance with the provisions of Section 8(e) of the Toxic Substances and Control 
Act (TSCA), as interpreted in the TSCA Section 8(e) Policy Statement and Guidance, 
Fed. Reg. 33 129 (June 3,2003) and other Agency guidance, Dow Corning is submitting 
information h m  an acute oral toxicity study in the rat for 1,2-bis(triethoxysily1)- 
ethane. 

1,2-bis(triethoxysily1)ethane is the subject of Reconsile REACH Consortium's 
effort to register the material within Phase 2 (substances supplied at greater than 
or equal to 1000 tonnes per year) of the REACH program. This effort led us to 
re-examine the acute oral study report for this material. As specified in TSCA 
8(e) guidance, a decision to submit acute toxicity data under TSCA 8(e) for 
chemicals classified as "moderately toxic" includes a consideration of exposure. 
The inclusion of 1,2-bis(triethoxysily1)ethane in Phase 2 of the REACH program 
suggests that the volume of this chemical in commerce is significantly higher than 
previously realized by Dow Corning and, as such, the potential for exposure may 
also be more significant. Recognizing that there may be a greater potential for 
exposure a decision was made to submit this study report at this time under TSCA 

Dow Corning has not made a determination at this time that any significant risk of 
injury to human health or the environment is presented by these findings. 
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Study Title 

1,2-bis(triethoxysily1)ethane. Acute Oral Toxicity Study in Rats. 
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Study Design 

The study design meets the requirements of the OECD 40 1. 

Animals were fasted overnight. The test article and corn oil (control) were 
administered in a single neat oral dose to test animals. Five animals per sex per 
group received 0, 175, 225 or 250 mgkg test article based on the fasting body 
weights. Feed was returned to the animals approximately 4 hours after dosing. 
The animals were observed at approximately 1, 2, and 4 hours after dosing and 
daily thereafter for 14 days. Body weights were taken on day 1 (prior to dosing), 
8, and 15. Any animals which did not survive for 14 days were weighed at the 
time of death or at the time they were found dead. A necropsy was performed on 
all animals which died or were found dead during the study. At termination of 
the observation period (Day 15), all surviving animals were euthanized via 
exsanguination following carbon dioxide inhalation. 

A necropsy was performed which included macroscopic post mortem 
examinations of external surface and all orifices, the organs and tissues of the 
cranial, thoracic, abdominal and pelvic cavities and neck and the remainder of the 
carcass. All abnormalities were recorded and tissues with lesions were saved in ,'4 

10% neutral buffered formalin. 

Results 

Corn oil control animals were fiee of clinical signs throughout the study. All 
treated animals were free of clinical signs on the day of dosing and most were free 
of clinical signs on the day after dosing. By day 3 most 250 mgkg animals 
exhibited decreased food consumption and fecal volume; by day 5 most animals 
from treated groups exhibited decreased food consumption and fecal volume. 
These signs continued for most survivors during the next several days. During 
the same time period, some animals fiom all groups were pale and exhibited 
lethargy and/or decreased activity. In addition, some 250 mgkg and 225 mgkg 
animals exhibited hypothermia, emaciation and prostration. Most survivors were 
free of clinical signs by day 13. Three males and two females in the 225 mgkg 
dose group died between day 7 and 11. Four males and three females in the 250 
mgkg dose group died between day 6 and 10. 

All corn oil control animals gained weight at days 8 and 15. Most animals that 
survived treatment lost weight by day 8, but gained weight by day 15. All 
animals found dead had weight losses of 7 to 108 grams. 
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Corn oil control animals were free of macroscopic postmortem abnormalities. 
Macroscopic postmortem examinations of animals treated with test material 
revealed tan discoloration of the liver in most animals. Other liver abnormalities 
such as enlargement, firmness, surface irregularity and adhesions were also 
observed in some of these animals. In addition, red, thin fluid was observed in 
presumably the abdominal cavity of two of the 225 mg/kg and two of the 250 
mglkg animals. These findings appear to be related to treatment with test article. 

Enlarged spleens were observed in a few animals treated with the test material. 
However, based on macroscopic postmortem examinations only, the toxicologic 
significance of this finding remains equivocal. Other abnormalities occurred 
sporadically and were considered incidental and not related to treatment with the 
test article. 

The oral LD50 of 1,2-bis(triethoxysily1)ethane in rats, under the conditions of this 
study, are 218, 237, 227 mglkg of body weight for males, females and combined 
male and female, respectively. 

Dow Coming has not made a determination at this time that any significant risk of 
injury to human health or the environment is presented by these findings. The 
final report for the subject study is attached to this letter. 

Sincerely, 

Kathleen P. Plotzke, Ph.D. 
Director, Health and Environmental Sciences 
(989) 496-8046 

Dow Corning Corporation 
Midland, Michigan 48686-0994 

Phone: (989) 496-4000 

www.dowcorning.co~n 
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Acute Oral Toxicity Study i n  Rats 
w i t h  1,2-bis (Triethoxysily1)ethane 

This study was conducted f o r  i n  order t o  
determine the  o r a l  LD5, o f  1 ,2 -b is ( t r i e thoxys i  1yl)ethane i n  ra ts .  Data 
from t h i s  study may serve as a bas is  f o r  c l a s s i f i c a t i o n  and l a b e l l i n g  o f  
t h e  t e s t  mate r ia l .  The study was performed a t  

Dosing was i n i t i a t e d  on 7 January 1997 and observat ions were completed on 
14 February 1997. 

A range- f ind ing  study (a t  100, 500, 1000, 2500 and 5000 mg/kg) was 
conducted i n  o rder  t o  se lec t  an i n i t i a l  dose l e v e l .  Base on t he  r e s u l t s  
of t h e  range- f ind ing study, an i n i t i a l  l e v e l  f o r  the LDS0 study was 250 
mg/kg= 1.2-bis (Tr iethoxysi ly1)ethane was administered as received, by 
o r a l  i n tuba t ion ,  t o  10 (5/sex) fas ted Sprague-Dawley r a t s ,  Based on 
m o r t a l i t y  seen, add i t i ona l  dose l eve l s  o f  175 and 225 mg/kg were 
administered t o  20 (5/sex/group) r a t s .  A separate group o f  con t ro l  
animals (5/sex) received corn o i l  a t  the same dose volume as administered 
t o  t h e  h i g h  dose animals. 

Observations o f  mo r ta l i t y ,  pharmacologic and t o x i c o l o g i c  s igns and food 
consumption were made da i l y ;  body weights were measured p re tes t  and weekly 
throughout t he  study. A t  t e rm ina t ion  o f  t he  study (Day 15) ,  a necropsy 
was performed and a1 1 surv ivors  were exami ned macroscopi ca l  l y  . I n  
add i t i on ,  any animal which d i ed  dur ing  t he  s tudy was examined 
macroscopi c a l l  y . 

Dose leve ls ,  m o r t a l i t y  and the estimated LDS0 w i t h  95% confidence 1 im i  t s  
were as fo l lows:  

A l l  animals were f r e e  o f  c l i n i c a l  s igns on the day o f  dosing and 
most were f r e e  o f  c l i n i c a l  signs on day a f t e r  dosing. Corn o i l  con t ro l  
animals were f r e e  o f  c l i n i c a l  s igns throughout the  study. By Day 5, most 































DC Report No. - 1997-10000-43718 

Acute Oral Toxicity Study i n  Rats 
with 1,2-bfs(Trieth0xysi 1yl)ethane 

V. EXPERIMENTAL DESIGN (cont .) 

K. Postmortem: 

A necropsy was performed on a l l  animals which d i ed  o r  were found 
dead dur ing  t h e  study. A t  t e rm ina t ion  o f  t h e  observat ion per iod  
(Day 15), a l l  su r v i v i ng  animals were s a c r i f i c e d  by 
exsanguinat ion f o l  lowing carbon d iox ide  i nha la t i on .  

A necropsy was performed which inc luded macroscopic postmortem 
examination of t he  externa l  surface and a1 1 o r i f i c e s ,  t he  organs 
and t i ssues  o f  the c ran ia l ,  thorac ic ,  abdominal and p e l v i c  
c a v i t i e s  and neck and t he  remainder of t he  carcass. A l l  
abnormal i t ies  were recorded and t issues were saved i n  10% 
neu t ra l  buf fered formal in.  Samples o f  t i ssues  w i t h  les ions  were 
saved i n  10% neu t ra l  bu f fe red  formal i n .  

L. S t a t i s t i c a l  Treatment o f  Data: 

A c a l c u l a t i o n  o f  an est imate o f  the median l e t h a l  concentrat ion,  
w i t h  95% confidence l i m i t s  was performed f o r  males, females and 
combined sexes using the  f o l l o w i n g  method: 

L i t c h f i e l d .  J.T. and Wilcoxon. F., A S i m p l i f i e d  Method o f  
~ v a 1 u a t i n ~ -  Dose - E f f ec t  Experiments, J. ~harma.  EXP. Ther., 
V o l .  96, pp 99-113 (1949). 

M. Protocol Deviations: 

The f o l l ow ing  p ro toco l  dev ia t ions  occurred dur ing  the study bu t  
were no t  considered t o  have compromised the v a l i d i t y  o r  
i n t e g r i t y  o f  the study: 

I .  The ac tua l  r e l a t i v e  humid i ty  range o f  14-58% dev ia ted 
occasional l y  from t h e  p ro toco l  spec i f i ed  range o f  30-70%. 

2. Actual  a i r  changes were 20.7 o r  21.8 per hour, no t  12-15 per 
hour as s ta ted  i n  t he  p ro toco l .  

3. Due t o  techn ic ian  e r ro r ,  t i ssues  f o r  Animal No, 2047 were 
not saved. 


































































