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The second edition of a bestseller, Design Controls for the Medical Device Industry provides a
comprehensive review of the latest design control requirements, as well as proven tools and techniques to
ensure your company’s design control program evolves in accordance with current industry practice. The
text assists in the development of an effective design control program that not only satisfies the US FDA
Quality System Regulation (QSR) and ISO 9001 and 13485 standards, but also meets today’s third-party
auditor/investigator expectations and saves you valuable time and money.

The author’s continual participation in FDA QSR inspections and Notified Body ISO audits is reflected in
updates to all chapters and appendices of the book, now bursting at the seams with:

New coverage of ISO 9001 and 13485 design control requirements●

More real-world examples from the medical device industry●

Additional detail for greater understanding and clarity●

Fresh templates for practical implementation●

Extensive references for further study●

The book addresses design control elements such as design planning, input, output, review, verification,
validation, change, transfer, and history, as well as risk management inclusive of human factors and
usability, biocompatibility, the FDA Quality System Inspection Technique (QSIT) for design controls, and
medical device regulations and classes in the US, Canada, and Europe.
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From reader reviews:

Frances Feist:

Do you have favorite book? When you have, what is your favorite's book? Publication is very important
thing for us to learn everything in the world. Each guide has different aim or even goal; it means that book
has different type. Some people truly feel enjoy to spend their the perfect time to read a book. They are really
reading whatever they acquire because their hobby is reading a book. What about the person who don't like
studying a book? Sometime, particular person feel need book once they found difficult problem as well as
exercise. Well, probably you will require this Design Controls for the Medical Device Industry, Second
Edition.

Keisha Kent:

The actual book Design Controls for the Medical Device Industry, Second Edition has a lot associated with
on it. So when you check out this book you can get a lot of gain. The book was published by the very famous
author. The author makes some research before write this book. That book very easy to read you will get the
point easily after scanning this book.

Shawn Jones:

Reading a book to be new life style in this year; every people loves to learn a book. When you examine a
book you can get a lots of benefit. When you read guides, you can improve your knowledge, due to the fact
book has a lot of information into it. The information that you will get depend on what kinds of book that
you have read. If you wish to get information about your review, you can read education books, but if you
want to entertain yourself look for a fiction books, these kinds of us novel, comics, and soon. The Design
Controls for the Medical Device Industry, Second Edition will give you new experience in reading through a
book.

Delbert Storey:

Is it an individual who having spare time subsequently spend it whole day by watching television programs
or just laying on the bed? Do you need something new? This Design Controls for the Medical Device
Industry, Second Edition can be the response, oh how comes? A book you know. You are thus out of date,
spending your time by reading in this fresh era is common not a nerd activity. So what these publications
have than the others?
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