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Drug Safety Data: How to Analyze, Summarize and Interpret to Determine Risk
was selected for The First Clinical Research Bookshelf - Essential reading for
clinical research professionals by the Journal of Clinical Research Best Practices.
Drug Safety Data: How to Analyze, Summarize and Interpret to Determine Risk
provides drug safety/pharmacovogilance professionals, pharmaceutical and
clinical research scientists, statisticians, programmers, medical writers, and
technicians with an accessible, practical framework for the analysis, summary
and interpretation of drug safety data. The only guide of its kind, Drug Safety
Data: How to Analyze, Summarize and Interpret to Determine Risk is an
invaluable reference for pre- and post-marketing risk assessment. With decades
of pharmaceutical research and drug safety expertise, authors Dr. Klepper and
Dr. Cobert discuss how quality planning, safety training, and data standardization
result in significant cost, time, and resource savings. Through illustrative, step-
by-step instruction, Drug Safety Data: How to Analyze, Summarize and Interpret
to Determine Risk is the definitive guide to drug safety data analysis and
reporting. Key features include: * Step-by-step instruction on how to analyze,
summarize and interpret safety data for mandatory governmental safety reports *
Pragmatic tips…and mistakes to avoid * Simple explanations of what safety data
are collected, and what the data mean * Practical approaches to determining a
drug effect and understanding its clinical significance * Guidance for
determining risk throughout the lifecycle of a drug, biologic or nutraceutical *
Examples of user-friendly data displays that enhance safety signal identification
* Ways to improve data quality and reduce the time, resources and costs involved
in mandatory safety reporting * Relevant material for the required training of
drug safety/pharmacovigilance professionals * SPECIAL FEATURE: Actual
examples of an Integrated Analysis of Safety (IAS) -used in the preparation of
the Integrated Summary of Safety (ISS) and the Summary of Clinical Safety
(SCS) reports -, and the Periodic Safety Update Report (PSUR)
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Editorial Review

Users Review

From reader reviews:

Kathleen Owens:

What do you concerning book? It is not important together with you? Or just adding material when you
require something to explain what yours problem? How about your extra time? Or are you busy individual?
If you don't have spare time to do others business, it is give you a sense of feeling bored faster. And you have
free time? What did you do? Everyone has many questions above. The doctor has to answer that question
because just their can do in which. It said that about guide. Book is familiar on every person. Yes, it is
appropriate. Because start from on pre-school until university need this Drug Safety Data: How to Analyze,
Summarize, and Interpret to Determine Risk to read.

Alfred Leahy:

Hey guys, do you wishes to finds a new book to learn? May be the book with the title Drug Safety Data:
How to Analyze, Summarize, and Interpret to Determine Risk suitable to you? Often the book was written by
well-known writer in this era. The actual book untitled Drug Safety Data: How to Analyze, Summarize, and
Interpret to Determine Riskis a single of several books that everyone read now. This particular book was
inspired a lot of people in the world. When you read this publication you will enter the new dimensions that
you ever know just before. The author explained their strategy in the simple way, and so all of people can
easily to understand the core of this guide. This book will give you a lot of information about this world now.
So that you can see the represented of the world in this book.

Mathew Jones:

Many people spending their period by playing outside using friends, fun activity together with family or just
watching TV all day every day. You can have new activity to spend your whole day by reading through a
book. Ugh, you think reading a book can actually hard because you have to take the book everywhere? It all
right you can have the e-book, having everywhere you want in your Smart phone. Like Drug Safety Data:
How to Analyze, Summarize, and Interpret to Determine Risk which is obtaining the e-book version. So ,
why not try out this book? Let's view.

Nancy Gump:

As a college student exactly feel bored in order to reading. If their teacher inquired them to go to the library
in order to make summary for some e-book, they are complained. Just tiny students that has reading's
internal or real their interest. They just do what the professor want, like asked to the library. They go to right
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now there but nothing reading really. Any students feel that studying is not important, boring and can't see
colorful photos 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, many ways to reach
Chinese's country. Therefore , this Drug Safety Data: How to Analyze, Summarize, and Interpret to
Determine Risk can make you truly feel more interested to read.
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