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Asthe principal agency regulating food, drugs, medical devices, and biological products used by Americans,
the U.S. Food and Drug Administration (FDA) serves one of the most critical consumer protection functions
of the federal government. The FDA's reach is enormous, regulating products that represent roughly 25
percent of all consumer spending in the United States. Since 1992, however, federal funding for the agency
has diminished, and the FDA's Center for Drug Evaluation and Research (CDER) currently relies on the fees
it receives from the industry it regulates to fund the majority of its drug regulation functions. Prescription
drug safety is receiving heightened press coverage and congressional scrutiny as aresult of recent, highly
publicized events, such asthe recall of Vioxx because of itslink to heart attacks, and the link between certain
antidepressants (sel ective serotonin reuptake inhibitors, or SSRIs) and an increased risk of suicidal ideation
in children.

To address these concerns, the FDA in 2005 commissioned the I nstitute of Medicine (IOM) to conduct an
independent assessment of the current U.S. drug safety system. In September 2006, the IOM committee
released its report-The Future of Drug Safety: Promoting and Protecting the Health of the Public-which
included 25 recommendations for improving the system for drug safety review. The committee identified
four major vulnerabilitiesin the U.S. drug safety system: (1) chronic underfunding; (2) organization
problems, particularly inadequate integration of pre-and postmarket data review; (3) arange of technical
problems related to the insufficient quantity and quality of postmarket data and inadequate capability to
systematically monitor the risks and benefits of drugs after marketing; and (4) unclear regulatory authority
and insufficiently flexible regulatory tools. Since the IOM report was issued, the FDA has taken a number of
steps toward implementing the recommended improvements. Like many government agencies, however, the
FDA isfinancially strained by its existing responsibilities, and fully implementing the recommended
improvements to the drug safety system would require significant financial commitments. The IOM report
addressed some of the costs associated with its recommendations, but left many unanswered questions about
the resources required to fully achieve the envisioned improvements. To better understand the types and
magnitude of resources required to achieve the goals of the IOM report, the IOM's Forum on Drug
Discovery, Development, and Trandlation convened a 1-day symposium in March 2007.

Challenges for the FDA: The Future of Drug Safety, Workshop Summary explains the presentations and
discussions in seven key areas: addressing the FDA's resource challenges; strengthening the scientific base of
the agency; integrating pre- and postmarket review; enhancing postmarket safety monitoring; conducting
confirmatory drug safety and efficacy studies; enhancing the value of clinical trial registration; and
enhancing the FDA's postmarket regulation and enforcement.
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From reader reviews:
Henrietta Jimer son:

Book isto be different for each and every grade. Book for children until eventually adult are different
content. Asit is known to us that book is very important normally. The book Challenges for the FDA: The
Future of Drug Safety, Workshop Summary (Forum on Drug Discovery, Development, and Trandation) had
been making you to know about other expertise and of course you can take more information. It doesn't
matter what advantages for you. The e-book Challenges for the FDA: The Future of Drug Safety, Workshop
Summary (Forum on Drug Discovery, Development, and Translation) is not only giving you alot more new
information but also to be your friend when you sense bored. Y ou can spend your current spend time to read
your guide. Try to make relationship using the book Challenges for the FDA: The Future of Drug Safety,
Workshop Summary (Forum on Drug Discovery, Development, and Tranglation). Y ou never sense lose out
for everything if you read some books.

Sandra Conaway:

Here thing why this kind of Challenges for the FDA: The Future of Drug Safety, Workshop Summary
(Forum on Drug Discovery, Development, and Translation) are different and trusted to be yours. First of all
reading through a book is good but it really dependsin the content from it which isthe content is as
delightful asfood or not. Challenges for the FDA: The Future of Drug Safety, Workshop Summary (Forum
on Drug Discovery, Development, and Tranglation) giving you information deeper since different ways, you
can find any guide out there but there is no guide that similar with Challenges for the FDA: The Future of
Drug Safety, Workshop Summary (Forum on Drug Discovery, Development, and Tranglation). It gives you
thrill reading journey, its open up your own personal eyes about the thing this happened in the world which
is might be can be happened around you. Y ou can bring everywhere like in park, café, or even in your
technique home by train. For anyone who is having difficulties in bringing the paper book maybe the form of
Challenges for the FDA: The Future of Drug Safety, Workshop Summary (Forum on Drug Discovery,
Development, and Trandation) in e-book can be your aternative.

William Oden:

Spent afree time and energy to be fun activity to complete! A lot of people spent their down time with their
family, or their own friends. Usually they doing activity like watching television, about to beach, or picnic
from the park. They actually doing same task every week. Do you feel it? Would you like to something
different to fill your own personal free time/ holiday? Can be reading a book can be option to fill your cost-
free time/ holiday. The first thing you ask may be what kinds of publication that you should read. If you want
to try out look for book, may be the book untitled Challenges for the FDA: The Future of Drug Safety,
Workshop Summary (Forum on Drug Discovery, Development, and Translation) can be excellent book to
read. May beit isusualy best activity to you.



Arthur Prince

Do you have something that that suits you such as book? The reserve lovers usually prefer to opt for book
like comic, brief story and the biggest one is novel. Now, why not seeking Challenges for the FDA: The
Future of Drug Safety, Workshop Summary (Forum on Drug Discovery, Development, and Translation) that
give your pleasure preference will be satisfied through reading this book. Reading routine all over the world
can be said as the method for people to know world far better then how they react towards the world. 1t can't
be said constantly that reading practice only for the geeky particular person but for al of you who wants to
end up being success person. So , for every you who want to start looking at as your good habit, you are able
to pick Challenges for the FDA: The Future of Drug Safety, Workshop Summary (Forum on Drug
Discovery, Development, and Translation) become your current starter.
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