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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 devices into a single 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 a timely 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 responsibilities in
medical device, biologics, and pharmaceutical industries as well as combination products, along with the
support of Dr. Venky Gopalaswamy, an expert in business improvement methodologies 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:

Michael Brown:

Book is to be different for each grade. Book for children until adult are different content. As you may know
that book is very important normally. The book Combination Products: Regulatory Challenges and
Successful Product Development has been making you to know about other knowledge and of course you
can take more information. It doesn't matter what advantages for you. The reserve Combination Products:
Regulatory Challenges and Successful Product Development is not only giving you far more new
information but also for being your friend when you truly feel bored. You can spend your current spend time
to read your publication. Try to make relationship while using book Combination Products: Regulatory
Challenges and Successful Product Development. You never experience lose out for everything should you
read some books.

Benjamin Aldridge:

Do you one among people who can't read enjoyable if the sentence chained inside straightway, hold on guys
this kind of aren't like that. This Combination Products: Regulatory Challenges and Successful Product
Development book is readable by you who hate the straight word style. You will find the info here are
arrange for enjoyable reading through experience without leaving perhaps decrease the knowledge that want
to deliver to you. The writer regarding Combination Products: Regulatory Challenges and Successful
Product Development content conveys the thought easily to understand by many people. The printed and e-
book are not different in the articles but it just different by means of it. So , do you nevertheless thinking
Combination Products: Regulatory Challenges and Successful Product Development is not loveable to be
your top checklist reading book?

Jaclyn Warner:

The event that you get from Combination Products: Regulatory Challenges and Successful Product
Development will be the more deep you digging the information that hide into the words the more you get
interested in reading it. It doesn't mean that this book is hard to comprehend but Combination Products:
Regulatory Challenges and Successful Product Development giving you joy feeling of reading. The article
author conveys their point in certain way that can be understood simply by anyone who read the idea because
the author of this guide is well-known enough. This specific book also makes your current vocabulary
increase well. It is therefore easy to understand then can go together with you, both in printed or e-book style
are available. We propose you for having this kind of Combination Products: Regulatory Challenges and
Successful Product Development instantly.

Carl Johnson:

Can you one of the book lovers? If so, do you ever feeling doubt when you are in the book store? Try and
pick one book that you never know the inside because don't assess book by its protect may doesn't work at



this point is difficult job because you are scared that the inside maybe not because fantastic as in the outside
appearance likes. Maybe you answer may be Combination Products: Regulatory Challenges and Successful
Product Development why because the excellent cover that make you consider with regards to the content
will not disappoint you. The inside or content is usually fantastic as the outside or maybe cover. Your
reading sixth sense will directly direct you to pick up this book.
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