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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:

Connie Griffin:

Do you have favorite book? Should you have, what is your favorite's book? Guide is very important thing for
us to find out everything in the world. Each e-book has different aim or goal; it means that publication has
different type. Some people feel enjoy to spend their a chance to read a book. They may be reading whatever
they consider because their hobby is definitely reading a book. How about the person who don't like reading
through a book? Sometime, individual feel need book once they found difficult problem or even exercise.
Well, probably you will require this Medical Device Development: Regulation and Law.

Shirley Joy:

What do you concentrate on book? It is just for students since they are still students or this for all people in
the world, the actual best subject for that? Simply you can be answered for that query above. Every person
has different personality and hobby per other. Don't to be pressured someone or something that they don't
wish do that. You must know how great along with important the book Medical Device Development:
Regulation and Law. All type of book is it possible to see on many options. You can look for the internet
resources or other social media.

Betty Brown:

The experience that you get from Medical Device Development: Regulation and Law may be the more deep
you looking the information that hide in the words the more you get serious about reading it. It does not
mean that this book is hard to understand but Medical Device Development: Regulation and Law giving you
joy feeling of reading. The copy writer conveys their point in selected way that can be understood by means
of anyone who read that because the author of this guide is well-known enough. This particular book also
makes your own vocabulary increase well. That makes it easy to understand then can go together with you,
both in printed or e-book style are available. We recommend you for having that Medical Device
Development: Regulation and Law instantly.



Ora Orozco:

The book untitled Medical Device Development: Regulation and Law contain a lot of information on the
idea. The writer explains the woman idea with easy means. The language is very easy to understand all the
people, so do not worry, you can easy to read it. The book was written by famous author. The author will
take you in the new time of literary works. You can easily read this book because you can read on your smart
phone, or product, so you can read the book in anywhere and anytime. In a situation you wish to purchase the
e-book, you can start their official web-site and order it. Have a nice examine.
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