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BRI Abstract

A fluoroalkylethy! urethane polymer, used as a carpet protectant, was
evahuated for its oral subchronic toxicity and reproductive effects when
administered to male and female rats by gavage at dosages of 0, 50, 250, or
1000 mg/kg/day. ' No compound-reluted mortality occurred in the study. No
adverse clinical signs of toxicity or neurobehavior changes were observed in
male or female rats in any dose group. Hepatocellular hypertrophy was
observed after 90 days of dosing:in male rats at all dose levels. Nasal
olfactory epithelium degeneration/necrosis was observed in male and female
rats at af! dose levels-and i ion of the offactory epithelium in male
rats dosed with 250 and 1000 mg/kg/day. Thyroid hypertrophy was seen in
male and female rats in the 250 and 1000 mg/kg/day dose groups. Aftera
90-day recovery, hepatocelular hypertrophy was still present in male rats in
the 250 and 1000 mg/kg/day dose groups. Nasal epithelial lesions were
absent and evidence of reversibility of thyroid effects was obscrved after the
recovery period. No test sub: Jated effects on

parameters wese observed. However, mean thyroid organ weight was
significantly lower in the 250 and 1000 mg/kg/day dose groups inthe Fy
generation. There were no histopéthological changes in the thyroid of the F;
generation rats. Due to the presence of nasal lesions, a no-observed-
adverse-effect-level (NOEL) could not be determined for the subchronic
toxicity ion. For a NOEL of 50 mg/kg/
was determined based on decreased thyroid wéights observed in both male
and female F, adults. It could not be determined whether the nasal lesions
abserved are due to systemic toxicity or local toxicity as a result of gavage
dosing. Based on the other systemic effects observed at 250 mg/kg/day and
above, the potential risk of human health effects fram exposure to this
product is very low.

M 1ntroduction

The ch]ecuve of this study was to evaluate the potential subchronic and

toxicity of a based urethane polymer in male and
female rats. The test substance is used as a textile protectant and was
administered as formulated product that contained approximately 23% active
ingredient and 1.7% hydrocarbon surfactant in water. “The test material was
administered by gavage, the route sclected as the most efficient way to
deliver an accurate dosage. In a two-week range-finding study, there was no
abservable systemic toxicity in rats given a limit dosage of 1000 mg active
ingredient/kg body weight/day. Dosages of 50, 250, and 1000 mg/kg/day
were selected for this study, based on this ability of rats to tolerate the fimit
dosage.

BME Study Design
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+ Body weights, detaited clinicat signs, nd food determined weekly
throughiout the 90-day exposure and 1-month recovery periods.

+ Gross and mi re performed at the ead of the 90-day
exposure, L-month fecovery, agd 3-month recovery periods.

* Reproductiveevaluations were performed prio to matiog aad during e maung.
gestation, and lnctotion periods. D Iandmasks and /s afso
assessed on F, adults.

Results

Body Weights and Food Efficiency

Males
+ After the 90-duy exposure period, weight gain and food efficiency in male fats
giday % and 20 % lower than control rats,
respectively,

+ Foliowing a one-month recovery period weight ain and food efficiency values were
similar to controls.

Females
« There were no statistically significant differences in weight gain or food efficiency in
femate rats at any dose level.

Liver Weights

Males

« After the 90-diy exposure pesiod, absolute and relative liver weights were increased,
compared 10 controls, in all mate rat dase groups.

« After 1-month and 3-month recovery periods, absolute and relative liver weights
remained clevated in male ats adsinistered 1000 mg/kg/day compased (o controls.
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Females +
+ After the 90-day exposure period, relative liver weights were statistically increased int
femle rats administered 1000 mg/kgiiny compared to controls.
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Histopathology
Males

+ Test substancesvelated miicroscapic findings were present in nose, thyroid glend and fiver
of male rats.
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Reproduction

« No test substance-related effects on reproductive prsaineters were observed.

+ There wete 1o adverse effects on estrous cycle OF sperm paraineiets.

« There weré o adverse changes in F, litter size, pup weights, and survival during
lactation.

« “There were o0 test substance-related changes in body weights, food consumption or
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Females

« Test substance-related microscopic findings. wre present in nose and thyroid gland of
female rats.
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Olfactory Epithelium
+ Micrograph of olfactory epithetium 1 rat (A) and from
1000 mg/kg/day test substance (B).
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landmarks in the'F, generation.

Thyroid Weights (P, and F, Generations)

* Mean thyroid weight (absolute and tefative to body weight) was significantly lower in the
250 and 1000 mp/kg/day dose groups in the F, generation, but not in the P, generation.
However, there were no histopathological changes in the thyraid of the F, generation rats.

P, Generation

BNl summary

- Increased liver wejphis and/ot hepatocelular hypertrophy were observed in male rats of
all dose levels and female rats administered 1000 mg/kg/day.

« Thyroid hypertrophy was observed in male and female rats administered 250 and
1000 mg/kp/day.

+ Olfactory epithelian degeneration  necrosls was observed in male and fermle eats of ll

dose groups. Inci ity of riose k 4 after one manth of
yand were i ofrecovexy
« Notest subx lated effects on bserved

Mean thyroid weight was significantly lower in the 250 and 1000 mg/kg/day dose groups
in the F, generation, but not in the P, generation.

BEH Conclusions

* tncreased fiver weights and idered a test subs
related physiologic response to a xeaabiotic and not toxicolopicatly adverse.

+ Thyroid hyperophy in P, gencration animals and decreased thyroid organ weights in F,

‘generation animals were considered adverse findings and may be caused by exposure to

arganic iodide impurities.in the test substance.

Olfactory epitelium degeneration/oecrosis was also considered adverss but it could not

be deterrnined whether the nasal lesions obscrved were due 10 systemic toxicity of local

toxicity a5 a result of gavage dosing.

+ ‘Based on systemic effects (other than niose) abserved at 250 mefkg/day and above, the
‘potential risk of buman health sffeets from exposure to i product is very low.






