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The concepts, applications, and practical issues of Quality by Design

Quality by Design (QbD) is a new framework currently being implemented by
the FDA, as well as EU and Japanese regulatory agencies, to ensure better
understanding of the process so as to yield a consistent and high-quality
pharmaceutical product. QbD breaks from past approaches in assuming that drug
quality cannot be tested into products; rather, it must be built into every step of
the product creation process.

Quality by Design: Perspectives and Case Studies presents the first systematic
approach to QbD in the biotech industry. A comprehensive resource, it combines
an in-depth explanation of basic concepts with real-life case studies that illustrate
the practical aspects of QbD implementation.

In this single source, leading authorities from the biotechnology industry and the
FDA discuss such topics as:

The understanding and development of the product's critical quality attributes●

(CQA)
Development of the design space for a manufacturing process●

How to employ QbD to design a formulation process●

Raw material analysis and control strategy for QbD●

Process Analytical Technology (PAT) and how it relates to QbD●

Relevant PAT tools and applications for the pharmaceutical industry●

The uses of risk assessment and management in QbD●

Filing QbD information in regulatory documents●

The application of multivariate data analysis (MVDA) to QbD●

Filled with vivid case studies that illustrate QbD at work in companies today,
Quality by Design is a core reference for scientists in the biopharmaceutical
industry, regulatory agencies, and students.
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Edited by
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About the Author
Anurag S. Rathore received his PhD in chemical engineering from Yale University and is the Director of
Process Development, Amgen Inc. His areas of interest include process development, scale-up, technology
transfer, process validation, process analytical technology, and quality by design. He has authored more than
100 publications and presentations in these areas and serves on the editorial advisory boards for
Biotechnology Progress, BioPharm International, Pharmaceutical Technology Europe, Journal of
Biochemical and Biophysical Methods, and Separation and Purification Reviews.

Rohin Mhatre is a Senior Director in the BioProcess Development department at Biogen Idec, Cambridge,
Massachusetts, and has been with the company since 1996. His group is responsible for development of
analytical methods and product characterization to support the process and formulation development of early
and late stage clinical programs. Mhatre is also leading the QbD initiative within Biogen Idec. He has
authored several publications and been an invited speaker to numerous scientific meetings.

Users Review

From reader reviews:

William Murphy:

What do you concerning book? It is not important along? Or just adding material when you need something
to explain what you problem? How about your time? Or are you busy person? If you don't have spare time to
accomplish others business, it is gives you the sense of being bored faster. And you have free time? What did
you do? All people has many questions above. They need to answer that question simply because just their
can do that. It said that about publication. Book is familiar in each person. Yes, it is proper. Because start
from on jardín de infancia until university need this Quality by Design for Biopharmaceuticals: Principles
and Case Studies to read.



Nellie Wellborn:

This Quality by Design for Biopharmaceuticals: Principles and Case Studies is great book for you because
the content which is full of information for you who always deal with world and also have to make decision
every minute. That book reveal it facts accurately using great organize word or we can state no rambling
sentences included. So if you are read that hurriedly you can have whole information in it. Doesn't mean it
only will give you straight forward sentences but tough core information with splendid delivering sentences.
Having Quality by Design for Biopharmaceuticals: Principles and Case Studies in your hand like obtaining
the world in your arm, details in it is not ridiculous one particular. We can say that no reserve that offer you
world in ten or fifteen minute right but this publication already do that. So , this is good reading book. Heya
Mr. and Mrs. busy do you still doubt which?

Mildred Yen:

The book untitled Quality by Design for Biopharmaceuticals: Principles and Case Studies contain a lot of
information on this. The writer explains your ex idea with easy means. The language is very straightforward
all the people, so do certainly not worry, you can easy to read the item. The book was published by famous
author. The author will take you in the new time of literary works. You can actually read this book because
you can keep reading your smart phone, or product, so you can read the book throughout anywhere and
anytime. In a situation you wish to purchase the e-book, you can open their official web-site along with order
it. Have a nice go through.

David Baker:

In this period globalization it is important to someone to get information. The information will make
professionals understand the condition of the world. The healthiness of the world makes the information
much easier to share. You can find a lot of recommendations to get information example: internet,
newspapers, book, and soon. You can observe that now, a lot of publisher that print many kinds of book. The
actual book that recommended to you personally is Quality by Design for Biopharmaceuticals: Principles
and Case Studies this guide consist a lot of the information on the condition of this world now. That book
was represented how can the world has grown up. The language styles that writer value to explain it is easy
to understand. Typically the writer made some analysis when he makes this book. That's why this book
suitable all of you.
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