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Abstract

The shelf-life of pharmaceutical products is the time that the average product characteristic remains within
an approved specification after manufacture. Since the true shelf-life of a drug product is typically unknown,
it has to be estimated based on assay results of the drug characteristic from a stability study usually conducted
during the process of drug development. The nonparametric statistical methods of assessing the shelf-life of
drug are considered with the current FDA regulations. Some simulation studies of nonparametric methods are

also presented with the discussion.
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