


December 27, 1996 

TSCA Document Processing Center (7407) 
Office of Pollution Prevention and Toxics 
U.S. Environmental F%otectioa Agency 
Ann: TSCA Section 8(e) Coordinator 
401 M Street S.W. 
Washington, D.C. 20460 

Re: TSCA Section’%(e) Notification of Subs&tial Risk 
DOW CORNMGe6 3-80 15 Intermediate 

Dear sic 

.a a.. 1 In accordance with the provisiom of Section. 8(e) of &eJoxic Substances and Co&ml 
Act frsCA), as interpreted in the Statement of Snteqmtatiou and En&oreement Policy 
(40 FR 11110, Marc&-ib,1978),-Dow Corning isrubmitting the fotlming inform;uion as 
a Notification of Substantiti Risk. 

Test Ma teriat : 

The test substance, DOW CORNMG@ 5-801s Intermediate, is a solution of platinum. 
1 J-dietheayl-t ,1,3.3-tetmnethyldisiloxane complexes (CASIRN 68478-92-2, I .S weight 
percent) in a mixm& I,?l-ciierbeny[:t.l$J-te~~lyldisifoxane (CASRN.2627-954, 
5 weight percent) and vinyl group-terminated &-Me siioxaues (CASRN dgOg3-19-2, 
93 weight percent). 

Manufacturer: 

Dow Coming Corportdtion 
2200 West Salztmrg Road 
Midland, Michigan 4$686~0994 

Submitted Study: 

SKIN SENSITLZATKN STUDY (SE DOW CDRNIN68) 3-8OtS iWXZMED1Al.E 
@All?WM #2) USING TKE GUINEA PIG MAXIMZATLON TEST (GPMT) 

Dow Corning Corporation 
1996~10000-42261 
October 30, t 996 



A guinea pig sensitization study was conducted to determine the derm;tl sensitihn 
potential of DOW COM@ 3-8015 fntwmncsdiate. tis srudy was performed 
accurding to the OECD Guidelines No. 406 (Juryt L992),and U.S. EPA Good liahoratoty 
Practice &art&&s Parr 792 (TSCA), 40 CFR 792, Final Rule, August, 1989. The test 
rrtattiai was adrni& by iug’edamal (i.&) injection of&e do&tg fkn.ulatiori (5% 
W/V) in DOW COltl@?G@ 360 Mdi f%id to the shaved shoulder region of 20 m&e 
guinea pigs. Another ~oup’of 10 mak vehicle amtmi guinea pigs was handled in a 
similar m-, hut &ts treated (i-d) wie Q0W .C0IQJlKi@ 360 Medic&Fkid ouly. 
A third group of IO male guiuea pigs was treated with dinitm&ioro&nzene (DNCB) in 
propylene giyeor z&&red as a.positive cout& One week following i:d injection of 
the fh-sf induetiou dost, a sceoud induction dose of undiluted (100%) test mater&I W&s 
applied topic&y to &%st group animals for 48 &us. AzGmak ia the vehkie UXlrroi 
and jmitive control -@ups wee doscd-ta~~~y with DOW CORNMGep 360 Me&& 
Ftuid aud DNCB, respe&ve@. Three weeks folkiug the first inductioa dose, tekt and 
vehicre mntrol #glilla* gt%&ed a ropicatchallenge.dosc (z%~Whr) of k-s materia!f .7 ..I DOW CORN&G& 3@I &k&al Fiuid fmulatiou for 24 hauts Positive eoutrol guinea 
pigs were dosed &.tl&&ftith O.%$BHs3 iu pzopylede’giyGoL A SecoiId &akuge 
was pe&omed one week fotlowing the first challmge and a 50% (wht) test mate&U 
vehicle formulation was appiied to the test and vehkic cot&& au&n&. The skin respouse 
of alt guinea pigs wask&ated at -approximately.24 aad 48 housfotlowing completion 
of the chdknge dose. The results were expressed in terms of the incidence and severity 
of the skin response. 

Au of positive control anknats exhiiited a positive reaczion at the DNCB c&@nge 
controt site with a sewrity index of 3.40. 
(f O’?b) whiclc cmm&mp.ti&. 

A positive v was observed in 1 af 10 
A positive nespom in &e-test suhsm-treated 

animals resulted in iiicidence and sevtit-y of 50% and 1. i 0s respectivefy, at the fom- 
eight fMw swing in- foilowing the second me dos 

For purposes of aotitktion of suku&ti risk uuder TSCA Section 8(e), the general 
-AL designat& on the auachedhcaltb and safkty study-is waived by Dow 
curfling. 

If you have any quest&s coucem@ &is str94y please contact Dr. Waked Siddiqui , 
Afsaeiatc To&ology Scientist, Product safety and Tox@&gy &meut, at 
51?49648&1orattheaddnssptiedhtreia Xfyouqtifuthergenietal 
idulmation rcgardiimbmissi~ plcasc contacl OF. Rbys G, r,hlllicis, Regllatoly 
Compkuce Spccia&, Product Stew&&p ;aMd’ Regulatory Compliaucc -4 at 
5 17496-4222 or at tkadcks provided is&u. 



* . . 

k-may 28,1997 

MT. loseph Levitq Esq 
Deputy Dire&x Re$utfdions an&3 P0hy 
FDAICDRH 
9200 Corporate BouIe&d 
suite loo, IiFz-2 
Rockville, MD 20850 

Shoukf you or anyone else at the FDA have que-shas or like to discuss this prior to our mwting, 
please contact me. 

Stephanie Bums, Ph.D. 

Attachments (2) 

CC: I..& Brown, PILD. 
Raju KsmmuIa, Ph.D. 
Mary Betblaeobs, Ph.D.. 
John Langone, Ph.D. 

SABW2S.doc 
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