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The field of combination product development (products born of the integration of medical devices,
biologics, and drugs) is so new that, while literature abounds on each part individually, there are very few
publications, including FDA documents, available concerning the unique challenges posed by this nascent
but fast-growing area.

Providing the first in-depth look at this breakthrough field, Combination Products includes practical
guidelines and a detailed step-by-step process for the development of these novel technologies. It addresses
the technical, scientific, regulatory, and quality issues that arise when combining drugs, biologics, and
medical devicesinto asingle product. It takes a practical, readily applicable approach to discussing the
challenges, victories, and pitfalls associated with merging technologies and systems and how to implement
these products into the market successfully and in atimely manner.

Specifically, this text explores the process from start to finish, establishing aworkable design and
development plan complete with relevant definitions. It reviews FDA and other regulatory expectations and
covers resource requirements, manufacturing pitfalls, post-launch compliance requirements, and agency
audits and challenges.

Drawing on the experience and expertise of two leadersin their respective fields, Combination Products
boasts the credentials of Dr. Smita Gopalaswamy, a 20 year veteran of technical consulting responsibilitiesin
medical device, biologics, and pharmaceutical industries as well as combination products, along with the
support of Dr. Venky Gopaaswamy, an expert in business improvement methodol ogies such as six sigma,
lean, and change management, to provide a comprehensive assessment of the field and an efficient and
effective approach to the creation and implementation of combination products.
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From reader reviews:
Alfred Wolff:

Throughout other case, little people like to read book Combination Products: Regulatory Challenges and
Successful Product Development. Y ou can choose the best book if you appreciate reading a book. Providing
we know about how isimportant some sort of book Combination Products: Regulatory Challenges and
Successful Product Development. Y ou can add understanding and of course you can around the world by just
abook. Absolutely right, due to the fact from book you can learn everything! From your country till foreign
or abroad you will be known. About simple issue until wonderful thing you may know that. In this era, we
can open abook or even searching by internet product. It is called e-book. Y ou can utilize it when you feel
uninterested to go to the library. Let's learn.

CarrieHunter:

This Combination Products: Regulatory Challenges and Successful Product Development book is just not
ordinary book, you have it then the world isin your hands. The benefit you have by reading this book will be
information inside this book incredible fresh, you will get information which is getting deeper you read a lot
of information you will get. That Combination Products: Regulatory Challenges and Successful Product
Devel opment without we realize teach the one who reading through it become critical in imagining and
analyzing. Don't possibly be worry Combination Products: Regulatory Challenges and Successful Product
Development can bring once you are and not make your case space or bookshelves become full because you
can have it inside your lovely laptop even telephone. This Combination Products: Regulatory Challenges and
Successful Product Development having very good arrangement in word in addition to layout, so you will
not really feel uninterested in reading.

Reta Zimmer:

The event that you get from Combination Products: Regulatory Challenges and Successful Product
Development may be the more deep you digging the information that hide inside the words the more you get
considering reading it. It does not mean that this book is hard to know but Combination Products: Regulatory
Challenges and Successful Product Development giving you thrill feeling of reading. The author conveys
their point in particular way that can be understood through anyone who read it because the author of this
reserve is well-known enough. This particular book aso makes your vocabulary increase well. Thereforeitis
easy to understand then can go together with you, both in printed or e-book style are available. We propose
you for having this specific Combination Products: Regulatory Challenges and Successful Product
Development instantly.

Becky Duncan:

Y ou can spend your free time to learn this book this reserve. This Combination Products: Regulatory
Challenges and Successful Product Development is simple to deliver you can read it in the park your car, in



the beach, train as well as soon. If you did not have got much space to bring the printed book, you can buy
the actual e-book. It is make you much easier to read it. Y ou can save the actual book in your smart phone.
Thusthere are alot of benefits that you will get when you buy this book.
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