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Despite the extensive body of evidence that informs regulatory decisions on pharmaceutical products,
significant uncertainties persist, including the underlying variability in human biology, factors associated
with the chemistry of a drug, and limitations in the research and clinical trial process itself that might limit
the generalizability of results. As a result, regulatory reviewers are consistently required to draw conclusions
about a drug's safety and efficacy from imperfect data. Efforts are underway within the drug development
community to enhance the evaluation and communication of the benefits and risks associated with
pharmaceutical products, aimed at increasing the predictability, transparency, and efficiency of
pharmaceutical regulatory decision making. Effectively communicating regulatory decisions necessarily
includes explanation of the impact of uncertainty on decision making.

On February 12 and May 12, 2014, the Institute of Medicine's Forum on Drug Discovery, Development, and
Translation held public workshops to advance the development of more systematic and structured
approaches to characterize and communicate the sources of uncertainty in the assessment of benefits and
risks, and to consider their implications for pharmaceutical regulatory decisions. Workshop presentations and
discussions on February 12 were convened to explore the science of identifying and characterizing
uncertainty in scientific evidence and approaches to translate uncertainties into decisions that reflect the
values of stakeholders. The May 12 workshop presentations and discussions explored tools and approaches
to communicating about scientific uncertainties to a range of stakeholders in the drug development process.
Characterizing and Communicating Uncertainty in the Assessment of Benefits and Risks of Pharmaceutical
Products summarizes the presentation and discussion of both events. This report explores potential analytical
and communication approaches and identifies key considerations on their development, evaluation, and
incorporation into pharmaceutical benefit- risk assessment throughout the entire drug development lifecycle.
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From reader reviews:

Shawn Holmes:

What do you concentrate on book? It is just for students since they are still students or this for all people in
the world, the particular best subject for that? Only you can be answered for that question above. Every
person has diverse personality and hobby per other. Don't to be forced someone or something that they don't
want do that. You must know how great as well as important the book Characterizing and Communicating
Uncertainty in the Assessment of Benefits and Risks of Pharmaceutical Products: Workshop Summary. All
type of book would you see on many methods. You can look for the internet solutions or other social media.

Lawrence Hurst:

People live in this new day time of lifestyle always make an effort to and must have the extra time or they
will get large amount of stress from both everyday life and work. So , once we ask do people have spare
time, we will say absolutely indeed. People is human not really a huge robot. Then we inquire again, what
kind of activity do you have when the spare time coming to an individual of course your answer can
unlimited right. Then do you try this one, reading textbooks. It can be your alternative throughout spending
your spare time, the book you have read is actually Characterizing and Communicating Uncertainty in the
Assessment of Benefits and Risks of Pharmaceutical Products: Workshop Summary.

Jerold Niemi:

Many people spending their moment by playing outside using friends, fun activity along with family or just
watching TV the whole day. You can have new activity to enjoy your whole day by studying a book. Ugh,
do you consider reading a book really can hard because you have to bring the book everywhere? It ok you
can have the e-book, taking everywhere you want in your Smart phone. Like Characterizing and
Communicating Uncertainty in the Assessment of Benefits and Risks of Pharmaceutical Products: Workshop
Summary which is having the e-book version. So , try out this book? Let's find.

Joseph Rankins:

As a university student exactly feel bored to reading. If their teacher expected them to go to the library in
order to make summary for some reserve, they are complained. Just small students that has reading's spirit or
real their pastime. They just do what the educator want, like asked to go to the library. They go to presently
there but nothing reading significantly. Any students feel that reading through is not important, boring and
can't see colorful images on there. Yeah, it is being complicated. Book is very important in your case. As we
know that on this era, many ways to get whatever we really wish for. Likewise word says, ways to reach
Chinese's country. So , this Characterizing and Communicating Uncertainty in the Assessment of Benefits
and Risks of Pharmaceutical Products: Workshop Summary can make you sense more interested to read.
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