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JeanB. Sweeney
Vice President

3M Environmental, Health and
SafetyOperations

3M Center, Building 0224-05-W-03
St-Paul, MN 55144-1000
651 7373569

3M Certified Mail

August 31,2010

Document Processing Center
EPA East - Room 6428 Attn: FYI
Office of Pollution Prevention and Toxics, US EPA
1200 Pennsylvania Avenue NW
Washington DC 20460-000 I
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RE: TSCA 8(e) Substantial Risk Notice on: CASRN 112-57-2; N- (2-aminoethyl)-
N'- {2- (2-aminoethyl)amino} ethyl} -1,2-ethanediamine; tetraethylenepentamine (TEPA)

To Whom It May Concern:

3M recently generated data in an acute systemic injection test on tetraethy1enepentamine
(TEPA) that did not meet the requirements of the ISO-10993-11 guidelines for the Systemic
Injection Test. The results of this study demonstrate a significant difference from previously
published toxicity values using the same exposure route. All TEPA animal groups that
received intravenous (IV) injections ofthe test article solutions contained mice that died or
exhibited convulsions followed by death immediately after dosing. The TEPA test article
solution high and low concentrations correlate with delivered doses of 23.5 mg/kg and 14
mg/kg, respectively. All animals that died during the study underwent a necropsy with no
abnormal findings.

The TEPA material used in this study was manufactured by The Dow Chemical Company,
2030 Willard H. Dow Center, Midland, Michigan, 48674. The batch number of the TEPA
material used in this study is, XC0101HZ74. The final report for this study is enclosed. Data
in the final report, relevant to a material not subject to TSCA 8(e) Substantial Risk Notice,
has been redacted.

Please contact Jeanette McCauley at 651-733-9384 or jamccauley2@mmm.com if you have
any questions or if we can provide additional information.

Sincerely,

Jean B. Sweeney
Staff Vice President, Environmental Health and Safety Operations
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TestArtlele

Qinunents.

, , ,.-

The:SP4IlSOl' provided' 8. Sj)1uUOD$for<l~ IV&: ll'injeWClD, 'fbt;.8~ a¢elcsoJ~
we;re stored .~4·.:l: 2°C. ThepHof tbe 8test aroc1o SObld.onswas measured priorto
dosing. and if'necessary was adjustedU$~BCLtowithin a pH~>()f.60-I.

RE~CES~ ~$tUdywoeoJ!ducted.baseduponthefoDowingteierences:·lSOlom-ll.2~Biolq&ittl

E\Ialuati.onofMcdicalpevices..,.Partl1:·TestsforSy~~ToxiQty. ISOI0~3--.12r2007,.gioIo8tC;d.Evalua.tion

ofM~CJt~ces - Part12:',~~and Referenee Materials.

lSOIIEC 11~5,2005. Oenet'alRe'quiremeiits fortheCompetence ofTesting and CalibrationLaboratories.

GENPAJ,iP~O¢EDtlRE} The Sy$tClIlic Jnjec,tionStudy is~ to $OI'een_ articles tbl'potential toxic
·~.ftects u a·RSUlt.ofa singlc-dose S)'$f,CIXlic~on in-mice. PerSponsor·s.~ thepHof~so~w~

meas~ed pri~t~dosing. The.pH ofsolutions #1- #4. :ed fro1n to.S -11; theSQIUtj9:P$ weroaqj~ . to
d~1ngwidtH~toa pHbetweeo 6 - 8•
.---'I'M 8: testarticle sol 0 were 11\1 mtravec.ous(IV)and' . e .(1P}at~OmL
~(fivemice~ SimilarlY. groups ofmicowerc'il\iected IVandIF w~contralarticl.c 'USPO.!>%
.Sodi:umChloridefotWj~on (NaCl). Mice that died.priorto theendof theobservati9J1peri~ underwentagross
~P$Y"

RES:ut.tS: AlI.groups that~ived IVinjections oftll.c 8 solutions COIltltin¢d~ tbatdiedore1du"bited
~Ol1SfoUowed bydeath immediately afterdosing: Solution I, 2 rilice9f~ Scilution'2.2 mico; SOlution3, 1
~t$olu(ion4.1 mOQSe; . . .

ToxikonCorporation· 15Wiggi,s Avenue· Bedford, Massachusetts 0113fl
800.458.4141 • Main781.27533)Q· Fax. 781.271.1136 ~www.toxikon.<:om
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S)'$te~I,gjectiOtlT~-ISO

TosikollFful GLP Report: IG-3008-Nl
Te$f; Arti$: S~P,ae1

OON01JJ,fSION: Alt$e~p$ trllatecl with the8 te:lt mudesolutions dosed IV exhibitedbiolo~~ctions
~than,~lltJOlll;,·tltegt'l;iJ1lr_edwi~te$tariic~l\1tions#i.:tI4d~re,~yc9., " ,
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Systemi4.\ Injeelwn Test - ISO
ToxikoD.FinalGa Report: ID-3008-Nl
1'estAttiele: seePage 1·

TABLEt
AnimalWeightsandCJinical Obsenratious

* Sunmary of cUnical observatms, Jpurediately. 4.24.48,and72hafterJ11JectiOn.

3A Cionicconvulsiais
2C AnimUs~ve furawroximuely 1minthen~drowsymill gently]X'Odded
13A Observed DQlth

:DuIe
IJQdy'WeighHg)

Stgnsof Nec~<hop. Aoimal# ~l Day 0 Dayt Day 2 Daja Weigbt
t()xki~(mL)

07106/10 07/07/10 ~108IlO 07109110 0i8. Otis

1 Female 0.9 17.5 1.8.9 '20:1 20.9 3,4 3A N'A
t'lP,A..Hah 2. Feqte L9 20..0 2Q.$ iJ.~7 24.0 4.0 3A N'A

0lDc«1Ira1ion. 3 Fenale 1.0 19.() 19.9 21.2 22.S 2:9 SA N'A
Solu&n 1TestlV .{ J'l~ 0.9 ,1';.4 NlA NlA N!A NlA .3;A, 13A None

5 Female 1.0 20:2 N'A NlA "NlA NlA 3AJ3A None,;
6 Female <).l 24.8 Z3.6 :24.4- 1Sa 24 None NfA

Ta'A,Hgh 7 Female 0.9 17.4 18.2 1U 19.7 23 Naie N'A
~ 8 Fenll1e 1.0 ~.3 21.7 2i4 23.~ 3.3 None N'A

SoIutioD 1T.-lP 9 ~ 1.1 22.0 229 21.3 24;1 21 'None NtA
10 Female 1.1 22.8 24.2 25:0 26.0 3.2 None NA

'IEP'A, .High 11 Pettme 1.0 19.0 202 ,2D.6 21.4 2.4 '3A NfA
12 Female 1.1 21.4 21.9 12.7 23.1 1.7 SA NA

Omc~
13 F'emlte O~ 18.9 19.9 2f.t3 21.6 27 SA N'ASoliSon2

(Autoc:laved) Test IV 14 FemiIle 1;0 19:4 NlA NlA NlA NlA 3A.13A ~
15 Fermle 0.9 17..7 NA NlA N'A NtA 3A.13A Nono

TEP.A,!lSh
16 ,FemiIcl 1.0 2D.5 21.4 222 23.4 29 ,]bte N'A
17 Female 0.9 18.3 19.1 19.8 212 2.9 NM~ NfA

CooccIlIlaliiltl,
18 Ii_e 1.0 19.0 19.7 .20.3 213. 23 Nono »rASoIdiOll~

JJllItoc:lawd) Test1P 1~ Fetmle, 0.9 17.7 19.0 19.9 21.1 3.4- None' NlA
.20 Female 09 17.6 1&8 19.8 20.9 3;3 Nate NlA
21 ~ 09 17.5 18.8 19.8 20.4 ~9' 3A,2C N'A

TEPA,Low '22. Female 1.0 20;{) 21.2 22.5 23..6 3Ji 3A,2C, N'A
~lion. '23 Female 12, '23'.<l 23.6 24.2 25.6 2.6 3,,2C "Nil.

Solal)m3 TestIV 24 Femde U 21.9 22.3 23.1 23.$ 1.9 3A,2C NA
25 FelmJe 1.1 21.7 N'A N1A N'A NlA '3AIM NOne
26 Fetmle 1.0 19.6 20.7 21.1 23.0 3.4 Nate NlA

TBPA,~ 27, Female 1.0 19.7 21.0 22.0 'l2.7 3.0 ~ NlA
CooccIlIlauOll, 2$ Female 1.0 20.1 20.8 21.6 'l2.9 28 Nate NlA

Solution3TestIP 29 Femsle 0.9 18.3 18.8 19.3 20.6 2.3 None N'A
30 Female 1.1 21.0 22.1 23.4 24,~ 3.0 Ncne NtA

TBPA,Low 31 Female. 1.1 22..0 22.6. 23.4 243 2;3 3A.2C WAc
Conoenlration,.

32 Female 1.1 21.6 228 23;9 24.3 2.7 3A;2C N'A
&llutiOQ4 33 Fenme 1.1 .22.6 23.1 24.S 25.8 3.2 3A,2C N'A

(Autodave4) TestW 34 Female 1.0 19.0 20.1 21.1 22.2 3.:2 3A,2C NtA
35 Femrle 1.0 20.5 NlA NJA N'A NlA 3A 13A None.

TEP.A,Low
36 Female 1.0 20;6 21.3 21.7 122 1.6 Nooe N'A
37 Female 1.1 21.6 21.8 22.9 23.8 22 None N'A

Chnce81rauOll, 38 Female 0.9 18.4 19.1 19.4 20.8 2.4 None NlASoIutiOQ4
39 Female 1.1 22.2 23.1 24.0 24.5 2;.3 None N'A(/lut0liawd)Test1P'
40 Female 0.9 17.6 18.6 19.0 19.8 2.2 Nme N'A.. . .. .
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TABLEt
AnimalWeights c·Ob1icaIO~~(t:ont.)

-±~-~~~~~~~--:::::-:-::-:-~of

Toltdtr~ Anbnllf# Sex
Dose

.,.~
(jnQ mi'lJmo

f1 .~ U'l .~~

N~Qmtd 82 ~ 0%9 .~

. 50~~1Y 83 F~ 1J .2Z-S :as
B4 C 00 iV.8 l8.1
85 0;9 IB3 18.9
86 ~ 1.1 21.2 21.9

Naa~troI &1 FeIwle 1.0 1b3 21.4

>SO~T_JP
.as .~ 1.0 192 203
89 FeniUe .().9, 17.0 18.1

TABLE2

pH

~:aijl~ $Qhtkn 1

!A"High.~ So'htim 2 (AttoclavM)

~.Low~m.Solution3

~Low~m.Sotudon4(Att~

f
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