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An essential introduction to conducting the various stages of medical device clinical trials

Clinical research continues to be one of the most vital components of pharmaceutical, biostatistical, and
medical studies. Design, Execution, and Management of Medical Device Clinical Trials provides a uniform
methodology for conducting and managing clinical trials. Written in a style that is accessible to readers from
diverse educational and professional backgrounds, this book provides an in-depth and broad overview for
successfully performing clinical tasks and activities.

Throughout the book, practical examples compiled from both the author's and other researchers' previous
clinical trial experiences are discussed in a sequential manner as they occur in the study, starting from the
development of the clinical protocol and the selection of clinical sites and ending with the completion of the
final clinical study report. Next, readers are guided through the development of important clinical
documents, including informed consent forms, case report forms, and study logs. A careful review of the
Food and Drug Administration (FDA) and International Conference on Harmonisation (ICH) regulations
applicable to medical devicesis also featured. Additional coverage includes:

- Qualification and selection of investigators

- Study monitoring visits

- Definitions and reporting procedures for adverse events

- The use of biogtatistical methodology in clinical research, including the use of biostatistics for sample size
determination and study endpoints

- Theroles and responsibilities of al members of aclinical research team

The book concludes with an insightful discussion of special ethical conduct for human research and
challenging issues to consider during the design of clinical studies. A glossary lists important clinical and
statistical terms used in clinical research, and an extensive reference section provides additional resources for
the most up-to-date literature on the topic.

Design, Execution, and Management of Medical Device Clinica Trialsis an excellent book for clinical
research or epidemiology courses at the upper-undergraduate and graduate levels. It is also an indispensable
reference for clinical research associates, clinical managers, clinical scientists, biostatisticians,

pharmacol ogists, and any professional working in the field of clinical research who would like to better
understand clinical research practices.
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From reader reviews:
Nancy Adams:

In this 21st centuries, people become competitive in most way. By being competitive now, people have do
something to make them survives, being in the middle of the particular crowded place and notice by
surrounding. One thing that often many people have underestimated the ideafor awhileisreading. Y ep, by
reading a book your ability to survive enhance then having chance to remain than other is high. In your case
who want to start reading a book, we give you this specific Design, Execution, and Management of Medical
Device Clinical Trials book as starter and daily reading publication. Why, because this book is more than just
abook.

Wilma Blue:

Reading a book to become new life style in this year; every people lovesto learn a book. When you study a
book you can get a large amount of benefit. When you read ebooks, you can improve your knowledge, since
book has alot of information onto it. The information that you will get depend on what types of book that
you have read. If you need to get information about your examine, you can read education books, but if you
act like you want to entertain yourself you are able to afiction books, this kind of us novel, comics, and
soon. The Design, Execution, and Management of Medical Device Clinical Trials provide you with new
experience in studying a book.

Dwight Case:

Y ou can get this Design, Execution, and Management of Medical Device Clinical Trials by go to the
bookstore or Mall. Just viewing or reviewing it could to be your solve problem if you get difficulties for your
knowledge. Kinds of this guide are various. Not only through written or printed but additionally can you
enjoy this book through e-book. In the modern erajust like now, you just looking from your mobile phone
and searching what your problem. Right now, choose your current ways to get more information about your
publication. It is most important to arrange yourself to make your knowledge are still revise. Let'stry to
choose suitable ways for you.

Virginia Comer:

Do you like reading a guide? Confuse to looking for your preferred book? Or your book ended up being
rare? Why so many concern for the book? But any people feel that they enjoy intended for reading. Some
people likes reading through, not only science book but in addition novel and Design, Execution, and
Management of Medical Device Clinical Trials or even others sources were given expertise for you. After
you know how the fantastic a book, you feel need to read more and more. Science book was created for
teacher or students especially. Those guides are helping them to add their knowledge. In some other case,
beside science reserve, any other book likes Design, Execution, and Management of Medical Device Clinical
Trialsto make your spare time considerably more colorful. Many types of book like here.
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