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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:
Mary Goldstein:

Now aday those who Living in the erawherever everything reachable by talk with the internet and the
resources inside it can be true or not require people to be aware of each details they get. How people have to
be smart in getting any information nowadays? Of course the correct answer is reading a book. Examining a
book can help folks out of this uncertainty Information specially this Combination Products: Regulatory
Challenges and Successful Product Devel opment book as this book offers you rich information and
knowledge. Of course the details in this book hundred per-cent guarantees there is no doubt in it you may
aready know.

Blair Chappell:

The book with title Combination Products: Regulatory Challenges and Successful Product Development has
lot of information that you can discover it. You can get alot of advantage after read this book. This specific
book exist new understanding the information that exist in this reserve represented the condition of the world
now. That isimportant to yo7u to find out how the improvement of the world. That book will bring you
inside new era of the the positive effect. Y ou can read the e-book on the smart phone, so you can read the
item anywhere you want.

Sandra Brown:

Do you like reading a guide? Confuse to looking for your selected book? Or your book has been rare? Why
so many problem for the book? But any kind of people feel that they enjoy intended for reading. Some
people likes examining, not only science book but novel and Combination Products: Regulatory Challenges
and Successful Product Development as well as others sources were given information for you. After you
know how the good a book, you feel wish to read more and more. Science publication was created for
teacher or students especially. Those books are helping them to bring their knowledge. In some other case,
beside science reserve, any other book likes Combination Products: Regulatory Challenges and Successful
Product Devel opment to make your spare time more colorful. Many types of book like this.

Gerald McMullen:

As astudent exactly feel bored to help reading. If their teacher requested them to go to the library or make
summary for some reserve, they are complained. Just very little students that has reading's heart and soul or
rea their pastime. They just do what the trainer want, like asked to go to the library. They go to there but
nothing reading seriously. Any students feel that studying is not important, boring and can't see colorful
photos on there. Yeah, it isto get complicated. Book is very important for you personally. As we know that
on this period, many ways to get whatever you want. Likewise word says, ways to reach Chinese's country.
Therefore , this Combination Products: Regulatory Challenges and Successful Product Development can
make you sense more interested to read.
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