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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 Trias provides a uniform methodol ogy
for conducting and managing clinical trials. Written in astyle 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
fina 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 biostatistical methodology in clinical research, including the use of
biostatistics for sample size determination and study endpoints

- Theroles and responsibilities of all 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 listsimportant 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.
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Design, Execution, and Management of Medical Device Clinical Trialsisan
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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An essential introduction to conducting the various stages of medical deviceclinical 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
fina 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 biostatistical methodology in clinical research, including the use of biostatistics for sample size
determination and study endpoints

- Theroles and responsibilities of all members of a clinical research team

The book concludes with an insightful discussion of specia 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 Clinical Trialsis an excellent book for clinical
research or epidemiology courses at the upper-undergraduate and graduate levels. It is aso 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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Editorial Review

From the Back Cover
An essential introduction to conducting the various stages of medical device clinical trias

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 biostatistical 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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Salah M. Abdel-Aleem, PhD, is Senior Manager of Clinical Operations at Proteus Biomedical, Inc., a
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Dr. Abdel-aleem has over twenty years of clinical research experience in various academic and corporate
Settings.



Users Review
From reader reviews:
CurtisRussl:

The actual book Design, Execution, and Management of Medical Device Clinical Trialswill bring that you
the new experience of reading a new book. The author style to elucidate the ideais very unique. Should you
try to find new book you just read, this book very appropriate to you. The book Design, Execution, and
Management of Medical Device Clinical Triasis much recommended to you to study. Y ou can also get the
e-book through the official web site, so you can more readily to read the book.

Shirley Parker:

Playing with family within a park, coming to see the coastal world or hanging out with buddies is thing that
usually you might have done when you have spare time, in that case why you don't try point that really
opposite from that. One activity that make you not sensation tired but still relaxing, trilling like on roller
coaster you aready been ride on and with addition associated with. Even you love Design, Execution, and
Management of Medical Device Clinical Trias, you can enjoy both. It is excellent combination right, you
still want to missit? What kind of hang type isit? Oh come on its mind hangout folks. What? Still don't have
it, oh come on itsidentified as reading friends.

Susan Rogers:

Reading a book being new life stylein this year; every people lovesto read a book. When you read a book
you can get agreat deal of benefit. When you read publications, you can improve your knowledge, due to the
fact book has alot of information on it. The information that you will get depend on what sorts of book that
you have read. If you wish to get information about your analysis, you can read education books, but if you
want to entertain yourself you can read a fiction books, these us novel, comics, along with soon. The Design,
Execution, and Management of Medical Device Clinical Trials offer you a new experience in reading
through a book.

John Harrison:

Many people spending their time period by playing outside together with friends, fun activity along with
family or just watching TV the whole day. Y ou can have new activity to spend your whole day by reading a
book. Ugh, you think reading a book can actually hard because you have to use the book everywhere? It fine
you can have the e-book, having everywhere you want in your Smart phone. Like Design, Execution, and
Management of Medical Device Clinical Trialswhich is keeping the e-book version. So , why not try out this
book? Let's see.
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