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This guidance provides assistance to sponsors of investigational new drug applications 
(INDs), new drug applications (NDAs), abbreviated new drug applications (ANDAs), and 
supplements in developing bioanalytical method validation information used in human 
clinical pharmacology, bioavailability (BA), and bioequivalence (BE) studies requiring 
pharmacokinetic (PK) evaluation. This guidance also applies to bioanalytical methods 
used for non-human pharmacology/toxicology studies and preclinical studies. For studies 
related to the veterinary drug approval process, this guidance applies only to blood and 
urine BA, BE, and PK studies. 
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