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Sets forth tested and proven risk management practices in drug
manufacturing

Risk management is essential for safe and efficient pharmaceutical and
biopharmaceutical manufacturing, control, and distribution. With this book as
their guide, readers involved in all facets of drug manufacturing have a single,
expertly written, and organized resource to guide them through all facets of risk
management and analysis. It sets forth a solid foundation in risk management
concepts and then explains how these concepts are applied to drug
manufacturing.

Risk Management Applications in Pharmaceutical and Biopharmaceutical
Manufacturing features contributions from leading international experts in risk
management and drug manufacturing. These contributions reflect the latest
research, practices, and industry standards as well as the authors' firsthand
experience. Readers can turn to the book for:

Basic foundation of risk management principles, practices, and applications●

Tested and proven tools and methods for managing risk in pharmaceutical and●

biopharmaceutical product manufacturing processes
Recent FDA guidelines, EU regulations, and international standards governing●

the application of risk management to drug manufacturing
Case studies and detailed examples demonstrating the use and results of●

applying risk management principles to drug product manufacturing
Bibliography and extensive references leading to the literature and helpful●

resources in the field

With its unique focus on the application of risk management to
biopharmaceutical and pharmaceutical manufacturing, this book is an essential
resource for pharmaceutical and process engineers as well as safety and
compliance professionals involved in drug manufacturing.
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Risk management is essential for safe and efficient pharmaceutical and biopharmaceutical manufacturing,
control, and distribution. With this book as their guide, readers involved in all facets of drug manufacturing
have a single, expertly written, and organized resource to guide them through all facets of risk management
and analysis. It sets forth a solid foundation in risk management concepts and then explains how these
concepts are applied to drug manufacturing.

Risk Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing features
contributions from leading international experts in risk management and drug manufacturing. These
contributions reflect the latest research, practices, and industry standards as well as the authors' firsthand
experience. Readers can turn to the book for:

Basic foundation of risk management principles, practices, and applications●

Tested and proven tools and methods for managing risk in pharmaceutical and biopharmaceutical product●

manufacturing processes
Recent FDA guidelines, EU regulations, and international standards governing the application of risk●

management to drug manufacturing
Case studies and detailed examples demonstrating the use and results of applying risk management●

principles to drug product manufacturing
Bibliography and extensive references leading to the literature and helpful resources in the field●

With its unique focus on the application of risk management to biopharmaceutical and pharmaceutical
manufacturing, this book is an essential resource for pharmaceutical and process engineers as well as safety
and compliance professionals involved in drug manufacturing.
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Editorial Review

About the Author

A. HAMID MOLLAH, PhD, is the Head of Quality Engineering and Validation at XOMA. He has also
held positions at Genentech and Baxter. He is a RAPS Certified Regulatory Affairs Professional and ASQ
Certified Quality Engineer.

Dr. MIKE LONG, has two decades of experience leading product, process development, and validation
efforts on a wide range of pharmaceutical, medical device, and combination products. He is a frequent
speaker and writer on topics such as risk management, quality systems, quality by design, and process
validation.

HAROLD S. BASEMAN, MBA, Principal and Chief Operating Officer, ValSource LLC, has more than
thirty years of experience in pharmaceutical operations, validation, and regulatory compliance. He has held
positions in executive management and technical operations at several manufacturing and consulting firms.

Users Review

From reader reviews:

Melanie Tuck:

Do you have favorite book? When you have, what is your favorite's book? Reserve is very important thing
for us to learn everything in the world. Each reserve has different aim as well as goal; it means that e-book
has different type. Some people sense enjoy to spend their time to read a book. They are really reading
whatever they get because their hobby is usually reading a book. Consider the person who don't like studying
a book? Sometime, particular person feel need book once they found difficult problem as well as exercise.
Well, probably you should have this Risk Management Applications in Pharmaceutical and
Biopharmaceutical Manufacturing.

William Sebastian:

The book Risk Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing gives
you the sense of being enjoy for your spare time. You can use to make your capable more increase. Book can
to be your best friend when you getting strain or having big problem using your subject. If you can make
reading a book Risk Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing to
get your habit, you can get more advantages, like add your own capable, increase your knowledge about a
number of or all subjects. You could know everything if you like open up and read a publication Risk
Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing. Kinds of book are
several. It means that, science book or encyclopedia or other individuals. So , how do you think about this
book?



Walter Blankenship:

The particular book Risk Management Applications in Pharmaceutical and Biopharmaceutical
Manufacturing has a lot of information on it. So when you check out this book you can get a lot of help. The
book was compiled by the very famous author. Mcdougal makes some research before write this book. This
book very easy to read you may get the point easily after reading this book.

Amy Parr:

This Risk Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing is new way
for you who has intense curiosity to look for some information mainly because it relief your hunger of
information. Getting deeper you into it getting knowledge more you know or you who still having bit of
digest in reading this Risk Management Applications in Pharmaceutical and Biopharmaceutical
Manufacturing can be the light food for yourself because the information inside this book is easy to get by
anyone. These books produce itself in the form that is reachable by anyone, sure I mean in the e-book form.
People who think that in book form make them feel drowsy even dizzy this book is the answer. So there is
absolutely no in reading a e-book especially this one. You can find actually looking for. It should be here for
a person. So , don't miss that! Just read this e-book style for your better life along with knowledge.
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