I’m a former Professor in Toxicology who has long experience (> 35 years) in assessing the impact of maternal toxicity in embryofetal development studies of chemicals and drugs (both as regulator and working in industry). I’ve also participated in arranging international workshops at SOT, American -and European Teratology Societies on the complex issue of Maternal Toxicity. I have previously commented to ECHA what regards, the proposed classification and labelling of Zinc Pyrithione (ZnPT) as reproductive toxicant Cat 1B; this is not warranted. The main reasons for me to not support Cat 1B, were based on findings in studies in the rat (both in vivo and vitro data) including 
- ZnPT does not have an intrinsic property to produce adverse effects on development
-developmental effects of ZnPT in rats were only observed in the presence of excessive signs of maternal toxicity, including severe decrements in maternal body weights at  a dose of 15 mg/kg- following 11 days dosing. The 15mg/kg dose was three times higher than the lethal dose (5mg/kg); a dose which caused death general toxicity toxicity after 17-18 days of dosing in the rat.
-the proposal to classify in Cat 1 B is against  the CLP rules for  “classification as a reproductive toxicant is intended to be used for substances which have an intrinsic, specific property to produce an adverse effect on reproduction and substances shall not be classified if such an effect is produced solely as a non-specific secondary consequence of other toxic effects”. 
The new additional information report on findings in the rabbit further support my previous view, Cat 1B is not warranted. The presented data further support the relation between “non-specific secondary consequence of other toxic effects” and developmental toxicity. The new data from the rabbit study clearly show the observed incidences of early resorptions in the mid dose group (1,5 mg/kg) only occurred in a six animals with marked maternal toxicity (manifested as marked decreases in body weigt gain). The other rabbits in the mid dose had normal body weight gain and no increase in early resorptions. These data also show that the NOAEL is 0,5 mg/kg and not 1,5 mg/kg in rabbits.Furthermore, the new data show strong evidence on that the observed cases of omphalocele is related to maternal stress. The new additional data show that omphalocele is one of the most common malformations in rabbits (in 16 out of 40 studies), equally distributed among dose groups, including controls. It is generally accepted in the field of  teratology that common fetal defects (also occurring in high incidences in controls)  can be increased as a non-specific response to maternal stress.
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