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Continuation of 2.1

Reporting was based on the following results:

Wistar rats were treated daily for 6 hours/day by inhalation (nose-only exposure) with Isophorondiisocyanat
(IPDI; active ingredient 99.8%) from day 6 to day 19 p.c. Air concentrations were 0, 0.25, 1 and 4 mg/m°.

Treatment with Isophorondiisocyanat at the 4 mg/m® exposure level affected the respiratory tract (bradypnea,
laboured breathing, breathing sounds, reddish encrusted nostrils, serous nasal discharge). Furthermore,
decreased feed intake, body weight loss for 2 days and reduced body weight gain were evident in the

4 mg/m°® exposure group. Necropsy revealed no treatment related gross pathological findings at an exposure
level up to and including 4 mg/m°. Intrauterine development, gestation rate, postimplantation loss, mean litter
size, fetal sex distribution and placental appearance were not affected by treatment. Reduced fetal weight,
and marginally reduced placental weight were observed at the 4 mg/m® exposure level. No treatment related
effect on the incidence and type of fetal malformations was evident. Slightly retarded ossification (phalanges,
sternebrae, sacral and caudal vertebrae) was found and slightly delayed descensus testis could not be
completely excluded at the 4 mg/m® exposure level in relation to decreased fetal weights and dose
dependency.

The TSCA 8(e) Reporting Guidance states “serious adverse developmental effects (e.g., significant embryo or
fetal lethality, significantly reduced fetal/birth weights, significantly retarded/incomplete skeletal ossification)
should be reported.” In this report reduced fetal weight, delayed descensus testis, and slightly retarded
ossification were indicative of delayed fetal development and were only seen in the presence of maternal
toxicity and thus considered secondary effects. These findings may be reportable under TSCA 8(e).
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