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Development and Approval of Combination Products: A Regulatory Per spective
A step-by-step, integrated approach for successful, FDA-approved combination drug products

Using a proven integrated approach to combination drug development, this book guides you step by step
through al the preclinical, clinical, and manufacturing stages. Written from an FDA regulatory perspective,
the book not only enables you to bring a successful combination drug product to market, it also sets forth the
most efficient and effective path to FDA approval.

The book begins with an introductory chapter presenting definitions and basic regulatory principles of
combination products. Next, it reviews manufacturing and controls, preclinical testing models,
pharmacology, clinical testing, regulatory submissions, FDA reviews, and approvals. Among the key topics
examined are:

* The pharmacology, safety pharmacology, and toxicology supporting human clinical trials of combination
products

* Approachesto clinical trial protocol design and execution

* Chemical, physicochemical, and analytical aspects of manufacturing controls and validation that lead to
stable components for combination products

* Key sponsor/FDA meetings and negotiations essential for approval and commercialization

Case studies involving such actual combination products as Mylotarg, Herceptin, and HercepTest help you
better understand how to implement the author's practical guidelines. References at the end of each chapter
enable you to find more information on any stage of the development, manufacturing and approval
processes.

This book isideal for researchers, regulators, academics, project managers, and executives involved in the
complex process of combination product development. Not only does itoffer a comprehensive guide to the
technical aspects of thefield, it also integrates all ofthese technical aspects into a unified, effective approach
to help ensure a successful, approved product.
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From reader reviews:
Michael Jones:

What do you regarding book? It is not important together with you? Or just adding material when you
reguire something to explain what you problem? How about your spare time? Or are you busy individual ? I f
you don't have spare time to perform others business, it is give you a sense of feeling bored faster. And you
have extratime? What did you do? Every individual has many questions above. The doctor has to answer
that question due to the fact just their can do that. It said that about e-book. Book is familiar on every person.
Yes, it isproper. Because start from on pre-school until university need that Devel opment and Approval of
Combination Products: A Regulatory Perspective to read.

Richard Vedder:

The actual book Development and Approval of Combination Products: A Regulatory Perspective has alot
details on it. So when you make sure to read this book you can get alot of advantage. The book was written
by the very famous author. The author makes some research ahead of write this book. This kind of book very
easy to read you will get the point easily after looking over this book.

Syble Mills:

Areyou kind of hectic person, only have 10 or 15 minute in your day time to upgrading your mind skill or
thinking skill possibly analytical thinking? Then you are having problem with the book compared to can
satisfy your short time to read it because this time you only find publication that need more time to be
examine. Development and Approval of Combination Products: A Regulatory Perspective can be your
answer asit can be read by an individual who have those short free time problems.

Truman Gallagher:

In this period globalization it isimportant to someone to get information. The information will make anyone
to understand the condition of the world. The fitness of the world makes the information better to share. You
can find alot of sourcesto get information example: internet, paper, book, and soon. Y ou can observe that
now, alot of publisher which print many kinds of book. The actual book that recommended for you is
Development and Approva of Combination Products: A Regulatory Perspective this publication consist alot
of the information with the condition of thisworld now. This specific book was represented how can the
world has grown up. The dialect styles that writer make usage of to explain it is easy to understand.
Typically the writer made some analysis when he makes this book. Here is why this book suited al of you.
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