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Accountability Office (GAO) 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
(':;5 DOWNLOAD PDF 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
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Extensive manual for publication fans. It is actually filled with knowledge and wisdom You can expect to like how the
author compose this pdf.
-- Alvina Runte PhD

The very best publication i at any time read through. | actually have go through and i am confident that i am going to
planning to read through once more once more down the road. | found out this ebook from my i and dad advised this
publication to learn.

-- Emie Wuckert
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