[FREE] Guidelinesfor Preclinical Evaluation and Clinical Trialsin Osteoporosis

Guiddinesfor Preclinical Evaluation and Clinical Trialsin
Osteopor osis

World Health Organization
ePub | *DOC | audiobook | ebooks | Download PDF

o +
DOWNLOAD T® READ ONLINE

#14794560 in Books 1998-12-310riginal language:EnglishPDF # 1 .20 x 6.20 x 9.30I, .45 #File Name:
924154522474 pages | File size: 68.Mb

World Health Organization : Guidelinesfor Preclinical Evaluation and Clinical Trialsin Osteoporosis before
purchasing it in order to gage whether or not it would be worth my time, and all praised Guidelines for Preclinical
Evaluation and Clinical Trialsin Osteoporosis:


http://f3db.com/pub/links.php?id=9241545224

This book provides comprehensive guidelines for the design, implementation, and interpretation of preclinical studies
and clinical trials of agents undergoing investigation for the management of osteoporosis. Noting the magnitude of the
public health problem caused by osteoporosis and related fractures, the book responds to the urgent need for a
cohesive and rational approach to the search for new therapeutic or preventive agents. Recommended principles and
methods reflect the consensus reached by alarge number of international experts, representatives of the
pharmaceutical industry, and drug regul atory authorities. The book opens with a brief discussion of the current and
future public health problem caused by osteoporotic fractures, followed by conceptual and operational definitions of
osteoporosis and a recommended classification of four intervention categories that facilitate the definition of treatment
objectives and the design of targetted studies.Against this background, the next chapter offers a detailed guide to the
aims, design, conduct and interpretation of preclinical studies. Specific recommendations are given for the selection of
in vitro and animal models, the design of the study, including dose ranges and duration of treatment, and the most
appropriate end-points for ng efficacy. The most extensive chapter provides a comprehensive description of
basic principles and methods to follow during clinical trials. Information ranges from a discussion of problems with
the use of bone mineral density to predict fracture risk, through advice on the choice of tests and techniques for
measuring the effects of interventions, to a discussion of general principles of trial design, including selection of study
population, treatment regimen, duration of studies, sample size, and frequency of measurement. Drawing on these
detailed principles and methods, subsequent chapters offer concise guidance specific to phase | and phase |1 studies,
phase l11 studies in severe osteoporosis, phase 111 studies in osteoporosis without fragility fractures, and phase I11
studies in osteopenia. The book concludes with chapters outlining principles and methods for phase 111 clinical trialsin
subjects with normal bone mass, and for phase 1V studies.
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