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Improve efficiency while reducing costsin clinical trials with centralized monitoring techniques using IMP
and SAS.

International guidelines recommend that clinical trial data should be actively reviewed or monitored; the
well-being of trial participants and the validity and integrity of the final analysisresults are at stake.
Traditional interpretation of this guidance for pharmaceutical trials has led to extensive on-site monitoring,
including 100% source data verification. On-site review is time consuming, expensive (estimated at up to a
third of the cost of aclinical trial), prone to error, and limited in its ability to provide insight for data trends
acrosstime, patients, and clinical sites. In contrast, risk-based monitoring (RBM) makes use of central
computerized review of clinical trial data and site metricsto determine if and when clinical sites should
receive more extensive quality review or intervention.

Risk-Based Monitoring and Fraud Detection in Clinical Trials Using IMP and SAS presents a practical
implementation of methodologies within IMP Clinical for the centralized monitoring of clinical trials.
Focused on intermediate users, this book describes analyses for RBM that incorporate and extend the
recommendations of TransCelerate Biopharm Inc., methods to detect potential patient-or investigator
misconduct, snapshot comparisons to more easily identify new or modified data, and other novel visual and
analytical technigques to enhance safety and quality reviews. Further discussion highlights recent regulatory
guidance documents on risk-based approaches, addresses the requirements for CDISC data, and describes
methods to supplement analyses with data captured external to the study database.

Given the interactive, dynamic, and graphical nature of IMP Clinical, any individual from the clinical trial
team - including clinicians, statisticians, data managers, programmers, regulatory associates, and monitors -
can make use of this book and the numerous examples contained within to streamline, accelerate, and enrich
their reviews of clinical trial data.

The analytical methods described in Risk-Based Monitoring and Fraud Detection in Clinical Trials Using
JMP and SAS enable the clinical trial team to take a proactive approach to data quality and safety to

streamline clinical development activities and address shortcomings while the study is ongoing.

This book is part of the SAS Press
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From reader reviews:
Nancy Fisher:

Do you have favorite book? Should you have, what is your favorite's book? Publication is very important
thing for us to know everything in the world. Each guide has different aim or even goal; it means that guide
has different type. Some people truly feel enjoy to spend their time and energy to read abook. They are
reading whatever they get because their hobby will be reading a book. How about the person who don't like
reading through a book? Sometime, individual feel need book whenever they found difficult problem or even
exercise. Well, probably you will need this Risk-Based Monitoring and Fraud Detection in Clinical Trials
Using JMP and SAS.

Tony You:

The book Risk-Based Monitoring and Fraud Detection in Clinical Trials Using IMP and SAS gives you the
sense of being enjoy for your spare time. Y ou need to use to make your capable more increase. Book can to
get your best friend when you getting tension or having big problem with your subject. If you can make
studying a book Risk-Based Monitoring and Fraud Detection in Clinical Trials Using IMP and SAS being
your habit, you can get much more advantages, like add your current capable, increase your knowledge about
some or all subjects. You could know everything if you like wide open and read a guide Risk-Based
Monitoring and Fraud Detection in Clinical Trials Using IMP and SAS. Kinds of book are alot of. It means
that, science publication or encyclopediaor others. So, how do you think about this e-book?

Calvin Williams;

The book Risk-Based Monitoring and Fraud Detection in Clinical Trials Using IMP and SAS can give more
knowledge and information about everything you want. So just why must we leave the great thing like a
book Risk-Based Monitoring and Fraud Detection in Clinical Trials Using IMP and SAS? A number of you
have a different opinion about e-book. But one aim in which book can give many datafor us. It is absolutely
appropriate. Right now, try to closer using your book. Knowledge or information that you take for that, it is
possible to give for each other; it is possible to share all of these. Book Risk-Based Monitoring and Fraud
Detection in Clinical Trials Using IMP and SAS has simple shape however, you know: it has great and
massive function for you. Y ou can look the enormous world by open up and read aguide. So it isvery
wonderful.

Amanda Bernard:

On this erawhich is the greater person or who has ability in doing something more are more valuable than
other. Do you want to become certainly one of it? It isjust simple solution to have that. What you are related
isjust spending your time very little but quite enough to get alook at some books. One of several booksin
the top record in your reading list is Risk-Based Monitoring and Fraud Detection in Clinical Trials Using
JMP and SAS. Thisbook that is qualified as The Hungry Mountains can get you closer in getting precious



person. By looking right up and review this e-book you can get many advantages.
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