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Print on Demand *****.This report reviews the Food and Drug
Administration s (FDA) inclusion of women in clinical drug
trials. GAO found that women were a majority of the clinical
trial participants in the new drug applications (NDA) it
examined and that every NDA included enough women in the
pivotal studies to be able to statistically demonstrate that the
drug is effective in women. Although these findings are
welcome, GAO also found three areas of concern. The first is
the relatively small proportion of women in early small-scale
safety studies. These early studies provide important
information on drugs toxicity and safe dosing levels for later
stages of clinical development, and many of the NDAs GAO
examined found significant sex differences in a drug s
pharmacokinetics, or how it is absorbed, distributed,
metabolized, excreted, and concentrated in the bloodstream.
Second, GAO is not confident that either NDA sponsors or FDA s
reviewers took full advantage of the available data to learn
more about the effects of the drug in women and to explore
potential sex differences in dosing. This is because NDA...
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Undoubtedly, this is actually the best operate by any publisher. It is among the most amazing pdf i have got read. Its
been printed in an exceptionally straightforward way which is just aCer i finished reading this book in which actually
altered me, change the way i believe.
-- Deonte K ohler  PhD    

This publication is wonderful. It normally is not going to expense too much. Its been printed in an extremely
straightforward way in fact it is merely following i finished reading this publication where actually transformed me,
modify the way i really believe.
-- R ussell Ada m s DDS     
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