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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:

John Solorio:

Typically the book Characterizing and Communicating Uncertainty in the Assessment of Benefits and Risks
of Pharmaceutical Products: Workshop Summary will bring someone to the new experience of reading the
book. The author style to explain the idea is very unique. Should you try to find new book to study, this book
very acceptable to you. The book Characterizing and Communicating Uncertainty in the Assessment of
Benefits and Risks of Pharmaceutical Products: Workshop Summary is much recommended to you to see.
You can also get the e-book in the official web site, so you can easier to read the book.

Lizabeth Melgar:

Are you kind of active person, only have 10 as well as 15 minute in your time to upgrading your mind skill
or thinking skill actually analytical thinking? Then you are experiencing problem with the book in
comparison with can satisfy your small amount of time to read it because this time you only find book that
need more time to be examine. Characterizing and Communicating Uncertainty in the Assessment of
Benefits and Risks of Pharmaceutical Products: Workshop Summary can be your answer since it can be read
by you actually who have those short time problems.

Kenneth Leishman:

In this period globalization it is important to someone to obtain information. The information will make
professionals understand the condition of the world. The healthiness of the world makes the information
quicker to share. You can find a lot of referrals to get information example: internet, paper, book, and soon.
You can observe that now, a lot of publisher that will print many kinds of book. The actual book that
recommended to you is Characterizing and Communicating Uncertainty in the Assessment of Benefits and
Risks of Pharmaceutical Products: Workshop Summary this publication consist a lot of the information from
the condition of this world now. That book was represented how do the world has grown up. The words
styles that writer make usage of to explain it is easy to understand. The actual writer made some research
when he makes this book. Honestly, that is why this book appropriate all of you.

Amy Terrell:

This Characterizing and Communicating Uncertainty in the Assessment of Benefits and Risks of
Pharmaceutical Products: Workshop Summary is new way for you who has fascination to look for some
information because it relief your hunger info. Getting deeper you in it getting knowledge more you know
otherwise you who still having bit of digest in reading this Characterizing and Communicating Uncertainty
in the Assessment of Benefits and Risks of Pharmaceutical Products: Workshop Summary can be the light
food for yourself because the information inside that book is easy to get through anyone. These books build
itself in the form that is certainly reachable by anyone, that's why I mean in the e-book type. People who



think that in publication form make them feel drowsy even dizzy this reserve is the answer. So there is
absolutely no in reading a book especially this one. You can find what you are looking for. It should be here
for anyone. So , don't miss this! Just read this e-book kind for your better life as well as knowledge.
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