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describes seven areas in the field of biotechnology operations as practiced by biopharmaceutical firms and nonprofit 
institutions Revisions focus upon changes that have occurred in several areas over the past six years with emphasis on 
regulatory biomanufacturing clinical and technical information along with processes and guidlines that have added to 
the discipline Examples are increased for new technical fields such as cell and tissue engineering Fur About the 
Author John M Centanni is a regulatory affairs specialist with the University of Wisconsin School of Medicine He has 
over twenty years of experience in the field He has been an active consultant in this area with the FDA and a number 
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