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The management of clinical data, from its collection during a trial to its
extraction for analysis, has become a critical element in the steps to prepare a
regulatory submission and to obtain approval to market a treatment.
Groundbreaking on its initial publication nearly fourteen years ago, and evolving
with the field in each iteration since then, the third edition of Practical Guide to
Clinical Data Management includes important updates to all chapters to reflect
the current industry approach to using electronic data capture (EDC) for most
studies.

See what’s new in the Third Edition:

A chapter on the clinical trial process that explains the high level flow of a●

clinical trial from creation of the protocol through the study lock and provides
the context for the clinical data management activities that follow
Reorganized content reflects an industry trend that divides training and●

standard operating procedures for clinical data management into the categories
of study startup, study conduct, and study closeout
Coverage of current industry and Food and Drug Administration (FDA)●

approaches and concerns

The book provides a comprehensive overview of the tasks involved in clinical
data management and the computer systems used to perform those tasks. It also
details the context of regulations that guide how those systems are used and how
those regulations are applied to their installation and maintenance.

Keeping the coverage practical rather than academic, the author hones in on the
most critical information that impacts clinical trial conduct, providing a full end-
to-end overview or introduction for clinical data managers.
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The management of clinical data, from its collection during a trial to its extraction for analysis, has become a
critical element in the steps to prepare a regulatory submission and to obtain approval to market a treatment.
Groundbreaking on its initial publication nearly fourteen years ago, and evolving with the field in each
iteration since then, the third edition of Practical Guide to Clinical Data Management includes important
updates to all chapters to reflect the current industry approach to using electronic data capture (EDC) for
most studies.

See what’s new in the Third Edition:

A chapter on the clinical trial process that explains the high level flow of a clinical trial from creation of the●

protocol through the study lock and provides the context for the clinical data management activities that
follow
Reorganized content reflects an industry trend that divides training and standard operating procedures for●

clinical data management into the categories of study startup, study conduct, and study closeout
Coverage of current industry and Food and Drug Administration (FDA) approaches and concerns●

The book provides a comprehensive overview of the tasks involved in clinical data management and the
computer systems used to perform those tasks. It also details the context of regulations that guide how those
systems are used and how those regulations are applied to their installation and maintenance.

Keeping the coverage practical rather than academic, the author hones in on the most critical information that
impacts clinical trial conduct, providing a full end-to-end overview or introduction for clinical data
managers.
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Editorial Review

About the Author

Susanne Prokscha is an Independent Consultant working with Genentech in South San Francisco,
California.

Users Review

From reader reviews:

Sarah Tomczak:

Here thing why this particular Practical Guide to Clinical Data Management, Third Edition are different and
reliable to be yours. First of all examining a book is good however it depends in the content than it which is
the content is as delicious as food or not. Practical Guide to Clinical Data Management, Third Edition giving
you information deeper and different ways, you can find any publication out there but there is no e-book that
similar with Practical Guide to Clinical Data Management, Third Edition. It gives you thrill reading through
journey, its open up your eyes about the thing this happened in the world which is might be can be happened
around you. You can bring everywhere like in recreation area, café, or even in your approach home by train.
Should you be having difficulties in bringing the printed book maybe the form of Practical Guide to Clinical
Data Management, Third Edition in e-book can be your choice.

Detra Satterwhite:

This Practical Guide to Clinical Data Management, Third Edition tend to be reliable for you who want to be
described as a successful person, why. The main reason of this Practical Guide to Clinical Data Management,
Third Edition can be one of many great books you must have is actually giving you more than just simple
studying food but feed you with information that perhaps will shock your earlier knowledge. This book is
actually handy, you can bring it almost everywhere and whenever your conditions in e-book and printed
kinds. Beside that this Practical Guide to Clinical Data Management, Third Edition giving you an enormous
of experience for example rich vocabulary, giving you test of critical thinking that we understand it useful in
your day action. So , let's have it appreciate reading.

Irene Justice:

Are you kind of occupied person, only have 10 as well as 15 minute in your day to upgrading your mind skill
or thinking skill possibly analytical thinking? Then you are receiving problem with the book compared to
can satisfy your small amount of time to read it because this time you only find publication that need more
time to be go through. Practical Guide to Clinical Data Management, Third Edition can be your answer
because it can be read by you who have those short spare time problems.
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Robert Lofton:

What is your hobby? Have you heard which question when you got college students? We believe that that
question was given by teacher on their students. Many kinds of hobby, Every person has different hobby.
Therefore you know that little person including reading or as reading through become their hobby. You have
to know that reading is very important in addition to book as to be the issue. Book is important thing to
incorporate you knowledge, except your personal teacher or lecturer. You discover good news or update with
regards to something by book. Many kinds of books that can you take to be your object. One of them is
niagra Practical Guide to Clinical Data Management, Third Edition.
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