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Medical Device Development: Regulation and Law, 2nd Edition, is the must-
have resource for the novice or veteran medical device regulatory affairs
professional. This practical reference provides the most comprehensive and
updated analysis of US medical device and diagnostics development and
approval requirements anywhere. This book also features in-depth analysis on
how emerging developments and trends are reshaping medical device and
combination product regulations in the US. The second edition of this popular
and authoritative resource addresses the latest regulatory and legal developments
that guide how medical devices are developed today: * The Medical Device User
Fee and Modernization Act of 2002, including user fees, third party inspections,
reprocessed single use devices, and the establishment of the Office of
Combination Products. * The Food and Drug Administration Amendments Act
of 2007, including unique device identifiers, ClinicalTrials.gov registration,
pediatric device promotion, and postmarket surveillance and medical device
reporting changes. * The current and future landscape of electronic 510(k) and
PMA submissions. New chapters and features in the second edition include: *
Medical Device Compliance and Postmarket Surveillance requirements. *
Quality System Regulation, including management controls, design controls, risk
analysis and corrective and preventive action, and other QSR provisions. * In
Vitro Diagnostics, including IVD clinical studies, ASR regulation, LDTs, CLIA,
and IUO/RUO requirements. * Combination Products and Product Jurisdiction,
including a description of FDA s jurisdictional decision-making for single entity
products, the establishment of the Office of Combination Products and its
jurisdiction and processes, with a detailed discussion of the new definition of the
primary mode of action. * A glossary and comprehensive index of terms and
concepts.
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Editorial Review

About the Author
Jonathan S. Kahan, Partner, Hogan & Hartson LLP in Washington, D.C., is a co-director of the firm's food,
drug, medical device, and agriculture group. Jonathan has been practicing in FDA law for 35 years. His
practice focuses primarily on assisting medical device companies in navigating the U.S. Food and Drug
Administration (FDA) regulatory process. He also has an extensive practice in combination products, which
includes combinations of drugs, devices, and biologics. In addition to the daily counseling of clients in FDA-
related matters, he represents many clients in administrative hearings and trials, and in the federal courts.
Jonathan has published numerous law review and other articles concerning FDA regulatory issues.

Users Review

From reader reviews:

Thomas Fleischmann:

Reading can called imagination hangout, why? Because if you find yourself reading a book specially book
entitled Medical Device Development: Regulation and Law your brain will drift away trough every
dimension, wandering in every aspect that maybe unfamiliar for but surely will end up your mind friends.
Imaging just about every word written in a reserve then become one contact form conclusion and explanation
in which maybe you never get prior to. The Medical Device Development: Regulation and Law giving you
one more experience more than blown away the mind but also giving you useful details for your better life in
this era. So now let us explain to you the relaxing pattern is your body and mind are going to be pleased
when you are finished reading through it, like winning a sport. Do you want to try this extraordinary wasting
spare time activity?

Wayne Ross:

The book untitled Medical Device Development: Regulation and Law contain a lot of information on this.
The writer explains her idea with easy approach. The language is very clear and understandable all the
people, so do certainly not worry, you can easy to read this. The book was compiled by famous author. The
author brings you in the new era of literary works. It is easy to read this book because you can read more
your smart phone, or model, so you can read the book with anywhere and anytime. If you want to buy the e-
book, you can available their official web-site in addition to order it. Have a nice examine.

Michael Stein:

Many people spending their time period by playing outside using friends, fun activity with family or just
watching TV 24 hours a day. You can have new activity to invest your whole day by studying a book. Ugh,
do you think reading a book will surely hard because you have to use the book everywhere? It all right you
can have the e-book, bringing everywhere you want in your Mobile phone. Like Medical Device
Development: Regulation and Law which is getting the e-book version. So , try out this book? Let's notice.



James Stumbaugh:

That e-book can make you to feel relax. This particular book Medical Device Development: Regulation and
Law was colorful and of course has pictures on the website. As we know that book Medical Device
Development: Regulation and Law has many kinds or category. Start from kids until young adults. For
example Naruto or Detective Conan you can read and feel that you are the character on there. So , not at all
of book are usually make you bored, any it can make you feel happy, fun and rest. Try to choose the best
book for you personally and try to like reading this.
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