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The intent of this book (MDDR, for short) is to present an introduction to, and overview of, the world of
medical device regulation by the United States Food and Drug Administration (FDA), and the relationship of
this regulatory scheme to the design and development of medical devices. In providing this information, the
book covers the broad range of requirements, which are presented within eight major topics: background and
regulatory environment, device design control, nonclinical testing, clinical testing, marketing applications,
post-market requirements, quality systems/GMPs, and compliance/enforcement. This book provides students
and professionals in the medical device industry with a road map to the regulation of medical devices. It
provides a broad understanding of the breadth and depth of medical device regulation by collecting in one
textbook coverage of the regulatory scheme for medical devices in terms that are suitable for engineers,
scientists, and healthcare providers. The vast amount of information available on the subject is distilled into a
concise and coherent presentation. There also are problems and projects at the end of each chapter. In
addition to the usual questions requiring specific answers, the projects include the drafting of a device
control plan, the development of a nonclinical test procedure, the resolution of a recall, the response to a
Warning Letter, and the creation of a CAPA for a device deficiency. A solutions manual for these exercises
is available to teachers who adopt the textbook for classroom use. Medical Device Design and Regulation
(MDDR) also makes available over 100 complimentary live hyperlinks to web pages with additional relevant
information, and offers users the opportunity to join and participate in the MDDR Users Group on LinkedIn.
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From reader reviews:

Charles Denzer:

Book will be written, printed, or highlighted for everything. You can recognize everything you want by a e-
book. Book has a different type. As you may know that book is important factor to bring us around the
world. Adjacent to that you can your reading talent was fluently. A publication Medical Device Design and
Regulation will make you to end up being smarter. You can feel far more confidence if you can know about
everything. But some of you think in which open or reading some sort of book make you bored. It is not
necessarily make you fun. Why they could be thought like that? Have you in search of best book or
appropriate book with you?

Nathan Weaver:

In this 21st century, people become competitive in each and every way. By being competitive currently,
people have do something to make them survives, being in the middle of typically the crowded place and
notice by simply surrounding. One thing that occasionally many people have underestimated this for a while
is reading. That's why, by reading a e-book your ability to survive increase then having chance to stay than
other is high. For yourself who want to start reading a new book, we give you this kind of Medical Device
Design and Regulation book as beginning and daily reading reserve. Why, because this book is greater than
just a book.

Shane Hamilton:

The publication untitled Medical Device Design and Regulation is the guide that recommended to you to
read. You can see the quality of the reserve content that will be shown to you. The language that creator use
to explained their ideas are easily to understand. The author was did a lot of analysis when write the book, so
the information that they share for your requirements is absolutely accurate. You also will get the e-book of
Medical Device Design and Regulation from the publisher to make you more enjoy free time.

Sherri King:

The book Medical Device Design and Regulation has a lot of knowledge on it. So when you make sure to
read this book you can get a lot of help. The book was published by the very famous author. The author
makes some research previous to write this book. That book very easy to read you can obtain the point easily
after reading this book.
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