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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:

Debbie Bennett:

Why don't make it to become your habit? Right now, try to ready your time to do the important behave, like
looking for your favorite guide and reading a e-book. Beside you can solve your long lasting problem; you
can add your knowledge by the e-book entitled Characterizing and Communicating Uncertainty in the
Assessment of Benefits and Risks of Pharmaceutical Products: Workshop Summary. Try to make book
Characterizing and Communicating Uncertainty in the Assessment of Benefits and Risks of Pharmaceutical
Products: Workshop Summary as your good friend. It means that it can to get your friend when you sense
alone and beside those of course make you smarter than ever. Yeah, it is very fortuned to suit your needs.
The book makes you far more confidence because you can know everything by the book. So , we should
make new experience and knowledge with this book.

Efrain Floyd:

As people who live in typically the modest era should be revise about what going on or info even knowledge
to make these people keep up with the era that is certainly always change and move forward. Some of you
maybe may update themselves by studying books. It is a good choice for you personally but the problems
coming to you is you don't know what one you should start with. This Characterizing and Communicating
Uncertainty in the Assessment of Benefits and Risks of Pharmaceutical Products: Workshop Summary is our
recommendation so you keep up with the world. Why, because this book serves what you want and wish in
this era.

Jeffrey Diaz:

Nowadays reading books become more and more than want or need but also be a life style. This reading
behavior give you lot of advantages. The huge benefits you got of course the knowledge your information
inside the book that will improve your knowledge and information. The data you get based on what kind of
e-book you read, if you want send more knowledge just go with schooling books but if you want really feel
happy read one along with theme for entertaining for example comic or novel. The Characterizing and
Communicating Uncertainty in the Assessment of Benefits and Risks of Pharmaceutical Products: Workshop
Summary is kind of guide which is giving the reader erratic experience.

Lorraine Joyner:

Within this era which is the greater person or who has ability to do something more are more valuable than
other. Do you want to become considered one of it? It is just simple strategy to have that. What you have to
do is just spending your time not very much but quite enough to possess a look at some books. One of the
books in the top collection in your reading list is Characterizing and Communicating Uncertainty in the



Assessment of Benefits and Risks of Pharmaceutical Products: Workshop Summary. This book which is
qualified as The Hungry Mountains can get you closer in becoming precious person. By looking upward and
review this book you can get many advantages.
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