Variability in organ-level effects in repeat dose animal studies
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Building scientific confidence in the use of new approach methodologies
(NAMs) in safety assessment may include performance comparison to in vivo
study outcomes. This work defines the variability in organ-level effects and
suggests qualitative and quantitative benchmarks for maximum NAM
performance for prediction of organ-level effects in repeat dose studies of

A: Qualitative reproducibility of organ-level effect observations in repeat C. SUB organ-level LEL values are typically within 0.5 log10-mg/kg/day of

dose studies of adult animals was 33-88%, depending on grouping. CHR organ-level LEL values; for some organs, available data suggests that

SUB and CHR studies produce similar LEL values.
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