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GLOSSARY

· ADME: refers to studies aimed at identifying the key metabolic steps/metabolites  or kinetic parameters in humans to be compared with those in animals. Similarities or differences between humans and animals may either increase or decrease the uncertainty of the extrapolation of toxicological effects and dose levels to humans. These include, among others, dermal penetration studies, identification of metabolic pathways (qualitative and quantitative), urinary excretion.

· Biological effects and/or toxicity: studies in humans should be conducted at dose levels not expected  to cause clinical signs of toxicity. Rather changes of biochemical or physiological parameters without clinical consequences are evaluated. For instance inhibition of plasma or RBC (acetyl)cholinesterase or formation of methahemoglobin can be detected before they reach levels with clinically significant consequences. 

· Exposure: observational studies or experimental studies can provide information on the extent of exposure in given operational conditions. These might be conducted with the active compounds, and hence biological and/or physiological parameters can also be measured, or with surrogates (e.g. dyes or fluorescent compounds) providing only data on external exposure.

