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Offce of Pollton Provention and Toxics QIR

1200 Pennsylvania Ave, NW
Washington, DC 20460-0001
Attention: TSCA Section 8(e) Coordinator

Summary data — Direct Systemic Injection Test (ISO-10993-11) using Huntsman
ALBAFIX® ECO

On September 23, 2010, the Textile Effects Division of Huntsman (Huntsman) received
summary data from a Direct Systemic Injection Test (ISO-10993-11) using Huntsman product,
ALBAFIX ECO. This data was provided by our customer, 3M. These results were apparently
part of a larger study, performed at a contract testing laboratory, Toxikon Labs, for 3M. The
summary data provided to Huntsman was an extract of the final report for this larger study,
containing a robust study summary and related data tables pertaining solely to the testing of
ALBAFIX ECO.

Huntsman is submitting this information pursuant to Section 8(e) of the Toxic Substances
Control Act (TSCA). Huntsman has not made a determination as to whether a significant risk of
injury to human health or the environment is actually presented by these findings.

These summary data are from a Direct Systemic Injection Test (ISO-10993-11) in mice dosed
by intravenous (iv) or by intraperitoneal (ip) injection. Mice were dosed with single injections of
79.5 or 140 mg/kg of ALBAFIX ECO. Control animals received a single injection of USP 0.9%
Sodium Chloride for Injection at 50 mi/kg. All animals that received intravenous injections of the
test article solutions died immediately after dosing. All animals that received intraperitoneal
injections of the test article solutions exhibited convulsions followed by death immediately after
dosing. There were no signs of toxicity in the control animals. All animals that died during the
study underwent a gross necropsy with no abnormal findings.

A copy of the ALBAFIX ECO data extracted from the Toxikon final report and robust data

summary are attached to this report. Huntsman will provide to EPA any additional findings from
this study that may be required pursuant to TSCA Section 8(e) reporting requirements.
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As always, if | can provide any additional information on the above study, please call me at
(281) 719-3017, or contact me via e-mail at: Ray Papciak@huntsman.com.

Regards,

Raymo%. Papciag

Manager, Product Safety
Huntsman International LLC



TOXIKON Direct Systemic Injection Test (ISO) results for Albafix ECO

Sponsor: 3M

Study Initiation Date: 7/6/2010
Study Completion Date: 7/9/2010
Final Report Date: 7/22/2010
Project Number: 10-3008-N1

References: The study was conducted based upon the following references: ISO-10993-
11, 2006, Biological Evaluation of Medical Devices — Part 11: Tests for Systemic
Toxicity. ISO 10993-12, 2007, Biological Evaluation of Medical Devices — Part 12:
Sample Preparation and Reference Materials.

ISO/IEC 17025, 2005, General Requirements for the Competence of Testing and
Calibration Laboratories.

Comments: The Sponsor provided 4 Albafix ECO solutions for direct IV and IP
injection. The test article solutions were stored at 4 + 2 °C. The pH of the test article
solutions was measured prior to dosing, and if necessary was adjusted using HCL to
within a pH range of 6-8.

General Procedure: The Systemic Injection Study is designed to screen test articles for
potential toxic effects as a result of a single-dose systemic injection in mice. Per
Sponsor’s request, the pH of all solutions was measured prior to dosing. The pH of
solutions #5 - #8 ranged between 7.3 — 7.9; the solutions were dosed as received. The 4
test article solutions were injected intravenously (IV) and intraperitoneally (IP) at 50 mL
per kg in groups of five mice. Similarly, groups of mice were injected I'V and IP with
control article USP 0.9% Sodium Chloride for Injection (NaCl). Mice that died prior to
the end of the observation period underwent a gross necropsy.

Results: All groups that received IV injections of the 4 solutions contained mice that died
or exhibited convulsions followed by death immediately after dosing: Solution 5, 3 mice
(only 3 dosed); Solution 6, 3 mice (only 3 dosed); Solution 7, 3 mice {(only 3 mice

dosed); Solution 8, 3 mice (only 3 mice dosed). All animals that received IP injections of
solutions #5 - #8 contained mice that exhibited convulsions followed by death
immediately after dosing: Solution 5, 5 mice died; Solution 6, 5 mice; Solution 7, 5 mice;
Solution 8, 5 mice. All animals that died during the study underwent a necropsy with no
abnormal findings.

Conclusions: All the groups treated with the 4 test article solutions dosed IV exhibited
biological reactions greater than controls. The groups treated with test article solutions
#5 - #8 dosed IP exhibited biological reactions greater than controls. Therefore, the 4 test
article solutions did not meet the requirements of the ISO 10993-11 guidelines for the
Systemic Injection Test.
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Systemic Injection Test — ISO
Toxikon Final! GLP Report: 10-3008-N1
Test Article: See Page 1

TABLE 1
Animal Weights and Clinical Observations (Cont.)

Body Weight (g) .
Group Animal#f  Sex Z:Is; Day 0 Day1 Day2 Day3  Weight ﬁ;gfcsl;i Ne(c)rg f ¥
07/06/10 07/07/10  07/08/10  07/09/10  Change
41 Female 1.1 2.7 N/A WA N/A N/A 13A None
Albafix ECO, High 42 Female 0.9 17.7 N/A NA N/A N/A 13A None
Concenfration, 43 Female 0.9 18.1 WA N/A NA WA 13A None
Solution 5 Test IV 44%% Female 1.0 19.8 N/A N/A WA N/A N/A N/A
4543 Female 0.9 18.2 N/A N/A N/A NA N/A N/A
46 Female 10 19.9 N/A N/A NA NA 3A,13A None
Albafix ECO, High 47 Female 1.1 222 N/A N/A N/A N/A JAI3A None
Concentration, 48 Pemale 0.9 18.3 N/A WA N/A N/A. 3A,13A None
Solution 5 Test IP 49 Female 09 17.3 N/A N/A N/A N/A 34,13A None
50 Female 0.9 17.5 N/A N/A N/A N/A 3A,13A None
51 Female 1.0 19.6 N/A N/A NA N/A 13A None
M oeio®: 52 Female 10 198 NA WA WA  NA  13A  None
Solufion 6 53 Female 11 224 N/A NA N/A N/A 13A None
(Autochved) Tetry 4% Female 09 185 NA NA N/A NA N/A NA
35%* Female 1.0 19.5 N/A N/A N/A N/A N/A N/A
56 Female 1.0 20.0 N/A N/A N/A N/A 3A,13A  None
i 57 Female 09 171  NA  NA  NA  NA 3A13A None
Solution 6 58 Female 1.0 19.2 N/A N/A NA NA 3A.13A None
(Autoclaved) TestIP 59 Female L1 212 N/A N/A N/A NA 3A,13A  None
60 Female 1.1 21.2 N/A NA N/A N/A 34 13A None
61 Female 1.1 211 N/A N/A NA N/A 134 None
Albafix ECO, Low 62 Female 1.0 19.2 NA N/A NA N/A 13A None
Cancentration, 63 Female 1.1 22.8 WA N/A N/A N/A 13A None
Solution 7 Test IV 64** Female 0.9 17.8 N/A N/A N/A N/A N/A WN/A
65%¢ Female 1.1 223 N/A N/A N/A N/A N/A N/A
66 Female 12 230 N/A N/A N/A NA 3A,13A None
Albafix ECO, Low 67 Pemale 1.1 218 N/A N/A WA NA 3A,13A  None
Conceatration, 68 Female 0.9 172 N/A N/A N/A N/A 34,134 None
Solution 7 Test IP 69 Female 1.1 22.1 N/A N/A N/A N/A JA13A None
70 Pemale 1.0 203 N/A N/A N/A N/A 3A 13A None
Albafix ECO, Low 71 Female 1.0 20.5 N/A N/A N/A N/A 13A None
PO 72 Female 11 215 WA NA NA NA  BA  None
Soiong 73 Femle 11 23 NA WA  NA  NA BA  None
(toclaved) Ty 74**  Female 09 188 WA WA  NA NA  NA  NA
, 75%%*  Female 1.1 2.4 N/A N/A NA NA N/A N/A
76 Female 11 223 N/A N/A N/A N/A JA 13A None
At ECO, Low 77 Female 1.1 219 N/A N/A N/A N/A  3A,13A  None
S 78  Female 1. 220 N/A N/A NA WA  3A,13A  None
(Autoclaved) Test IP 79 Female 0.9 17.8 N/A N/A N/A N/A JA13A Nene
30 Female 1.1 21.9 N/A N/A. N/A N/A 3A,13A None

* Summary of clinical observations, Immediately, 4, 24, 48, and 72 h after injection.

3A  Clonic convulsions
2C  Animals unresponsive for approximately 1 min then appeared drowsy until gently prodded.
13A  Observed Death

** Animals not dosed due to immediate death of first three animals in group.




TABLE 1
Aninal Weights and Ctinical Observations (Cont)

Tody Weight (2) |
. Sgmof
Grop  Atlmid  Sex ?:S D8 Dayl  Day2  Dayd  Weight T&g‘:t}*
] 07/06/10 07010 O7AORAG 0700910 Change
om0 26 20 07 3% 16 N

§2  Fewle 08 85 191 197 202 17 e

_ NaG Controd 83 Female 1) 2.5 2318 248 25.5 34 Naoe
SnlkgTestlV oy pale 09 178 187 197 202 24 Noe
$5 femgle 09 183 189 198 205 22 Nme

% Yemae L1 212 219 23 237 25 Noe

. 87  Femsle 10 03 214 20 224 21 Ne
53‘1“(.‘2 ?‘;;‘*n, 88 Femde 10 192 203 23 27 35 Nwe
/iy %9  Fenwle 09 170 181 185 196 26  Nae

90 Female Ll .21 20 %0 943 23 Nye ]
+ Summary of dinieal cbservations, Towsediately, 4, 24, 48, and 72 hafter injestion,

Table 2
Solution pH Adjusted pH
Albafix ECO, High Concentration, Solution 5 7.3 *
Albafix ECO, High Concentration, Solution 6 (Autoclaved) 7.9 *
Albafix ECO, Low Concentration, Solution 7 7.2 *
Albafix ECO, Low Concentration, Solution 8 (Autoclaved) 7.8 *

*Dosed as received
High concentration: 142.0 mg/kg
Low concentration: 79.5 mg/kg
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