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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 Productsincludes 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 a workable 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 leaders in 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 Gopalaswamy, 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:
Lucille Wood:

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 obtain by reading this book is
actually information inside this e-book incredible fresh, you will get information which is getting deeper
anyone read alot of information you will get. Thiskind of Combination Products: Regulatory Challenges
and Successful Product Development without we comprehend teach the one who reading it become critical
inimagining and analyzing. Don't always be worry Combination Products: Regulatory Challenges and
Successful Product Development can bring any time you are and not make your bag space or bookshelves
come to be full because you can have it within your lovely laptop even mobile phone. This Combination
Products: Regulatory Challenges and Successful Product Devel opment having great arrangement in word in
addition to layout, so you will not sense uninterested in reading.

Donald Rose;

Typically the book Combination Products. Regulatory Challenges and Successful Product Development will
bring someone to the new experience of reading the book. The author style to explain the ideais very unique.
Should you try to find new book to study, this book very acceptable to you. The book Combination Products:
Regulatory Challenges and Successful Product Development is much recommended to you to see. Y ou can
also get the e-book in the official web site, so you can quickly to read the book.

Fern Marshall:

People livein this new morning of lifestyle always make an effort to and must have the free time or they will
get large amount of stress from both lifestyle and work. So, once we ask do people have spare time, we will
say absolutely yes. People is human not really a huge robot. Then we ask again, what kind of activity do you
have when the spare time coming to you actually of course your answer will unlimited right. Then do you
ever try this one, reading textbooks. It can be your alternative in spending your spare time, the book you
have read will be Combination Products: Regulatory Challenges and Successful Product Devel opment.

Rebecca Bonnett:

Aswe know that book is essential thing to add our knowledge for everything. By a book we can know
everything we would like. A book isalist of written, printed, illustrated as well as blank sheet. Every year
ended up being exactly added. This guide Combination Products: Regulatory Challenges and Successful
Product Development was filled in relation to science. Spend your time to add your knowledge about your
science competence. Some people has different feel when they reading a book. If you know how big benefit
of abook, you can sense enjoy to read a publication. In the modern eralike right now, many waysto get
book you wanted.
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