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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:

William Pak:

Do you certainly one of people who can't read pleasant if the sentence chained in the straightway, hold on
guys that aren't like that. This Combination Products: Regulatory Challenges and Successful Product
Development book is readable by means of you who hate those perfect word style. You will find the facts
here are arrange for enjoyable looking at experience without leaving even decrease the knowledge that want
to give to you. The writer associated with Combination Products: Regulatory Challenges and Successful
Product Development content conveys objective easily to understand by most people. The printed and e-
book are not different in the content but it just different available as it. So , do you continue to thinking
Combination Products: Regulatory Challenges and Successful Product Development is not loveable to be
your top listing reading book?

Joann Huertas:

This Combination Products: Regulatory Challenges and Successful Product Development are usually reliable
for you who want to be a successful person, why. The main reason of this Combination Products: Regulatory
Challenges and Successful Product Development can be one of several great books you must have is usually
giving you more than just simple examining food but feed you actually with information that probably will
shock your preceding knowledge. This book is definitely handy, you can bring it everywhere and whenever
your conditions in the e-book and printed ones. Beside that this Combination Products: Regulatory
Challenges and Successful Product Development forcing you to have an enormous of experience including
rich vocabulary, giving you demo of critical thinking that we know it useful in your day activity. So , let's
have it appreciate reading.

Robert McKay:

Reading a publication tends to be new life style within this era globalization. With examining you can get a
lot of information that will give you benefit in your life. Together with book everyone in this world can
easily share their idea. Textbooks can also inspire a lot of people. A lot of author can inspire their reader with
their story or even their experience. Not only the storyline that share in the textbooks. But also they write
about the knowledge about something that you need instance. How to get the good score toefl, or how to
teach children, there are many kinds of book that exist now. The authors on this planet always try to improve
their ability in writing, they also doing some analysis before they write for their book. One of them is this
Combination Products: Regulatory Challenges and Successful Product Development.

Andrea Winburn:

Some people said that they feel bored when they reading a reserve. They are directly felt the item when they
get a half areas of the book. You can choose the book Combination Products: Regulatory Challenges and
Successful Product Development to make your own reading is interesting. Your own skill of reading skill is



developing when you just like reading. Try to choose easy book to make you enjoy to read it and mingle the
feeling about book and reading especially. It is to be initially opinion for you to like to open up a book and
go through it. Beside that the reserve Combination Products: Regulatory Challenges and Successful Product
Development can to be your brand new friend when you're feel alone and confuse with the information must
you're doing of their time.
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