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Book Review

New Drug Approval Process: Second Edition, revised and expanded
Edited by Richard A. Guarino
Published by: Marcel Dekker, Inc. 1993
496 pages, hard cover, $150 or $65 for five or more copies for classroom use only

The first edition of this book was well received and the object of favorable review.
It has been used as a reference text by many scientists and regulators in the
pharmaceutical industry. This second edition, which contains consideration on
additional topics such as biotechnology continues the tradition established by its
predecessor. The book is well-organized and generally clearly-written, although
different chapters in this multi-author book do have different styles and levels of

treatment.
This book has some fascinating data which should be of value to anyone interested
in the preparation or evaluation of NDA's. It is likely to prove a great asset to the

pharmaceutical industry.
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