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0 of 0 people found the following review helpful. Five StarsBy RicardoFine0 of 0 people found the following review
helpful. Best book initsclassBy L. DavisThisisagreat book and an excellent presentation of Stability Theory for
those working in the pharmaceutical industry. It is a great reference book on applied statistical methods that all
professionals working in thisfield should have on hand. It is by far the best book on stability theory, validations,
process controls,(and applied statistics in general) that | have read.

"Offers acomprehensive, unified presentation of statistical designs and methods of analysis for al stages of
pharmaceutical devel opment--emphasizing biopharmaceutical applications and demonstrating statistical techniques
with real-world examples.”

...comprehensive. . ..auseful reference for practitioners as well as a good source for statisticians wishing to
understand some of the key issues in these aspects of drug development. ---Publication of the International Statistical
Institute . . .Particularly appealing in this book are the extensive explanations of technical concepts, beginning with a
fine overview. . .and continuing as concepts such as assay validation, process validation, quality assurance, and
stability studies are introduced subsequently. ---Technometrics



