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Thoroughly revised to include the latest industry developments, the Second Edition presents a
comprehensive overview of computer validation and verification principles and how to put them into
practice. To provide the current best practice and guidance on identifying and implementing improvements
for computer systems, the text extensively reviews regulations of pharmaceuticals, healthcare products,
blood processing, medical devices, clinical systems, and biotechnology. Ensuring that organizations
transition smoothly to the new system, this guide explains how to implement the new GMP paradigm while
maintaining continuity with current practices. In addition, all 24 case studies from the previous edition have
been revised to reflect the new system.

Key topics in Pharmaceutical Computer Systems Validation, Second Edition include:

GAMP5, ASTM 2500, EU GMP (Annex 11), and US GMP revisions to regulatory requirements for●

electronic records and signatures that should be published in 2008
ICH Guidance Q8, Q9, and Q10 expectations●

FDA cGMPs for the 21st Century Initiative and associated guidance●

PIC/S Guidance on Good Practice for Computerized Systems in GxP Environments●

WK9864 Standard Guide for Specification, Design, and Verification of Pharmaceutical and●

Biopharmaceutical Manufacturing Systems and Equipment
the indirect developments from FDA/EU/Japan regulators and industry●

the role of QA department, and internal and external suppliers●

the integration of computer systems validation into single overall approach for wider system●

practical guidance on handling common high, medium, and low risk issues that can occur during the life●

cycle of a computer system
managing outsource partners and handling legacy systems●

topical issues uncovered by regulatory authorities including US FDA●
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From reader reviews:

Verna Smith:

Here thing why that Pharmaceutical Computer Systems Validation: Quality Assurance, Risk Management
and Regulatory Compliance are different and reliable to be yours. First of all studying a book is good
nonetheless it depends in the content from it which is the content is as delicious as food or not.
Pharmaceutical Computer Systems Validation: Quality Assurance, Risk Management and Regulatory
Compliance giving you information deeper since different ways, you can find any e-book out there but there
is no publication that similar with Pharmaceutical Computer Systems Validation: Quality Assurance, Risk
Management and Regulatory Compliance. It gives you thrill looking at journey, its open up your current eyes
about the thing which happened in the world which is perhaps can be happened around you. You can easily
bring everywhere like in recreation area, café, or even in your means home by train. When you are having
difficulties in bringing the imprinted book maybe the form of Pharmaceutical Computer Systems Validation:
Quality Assurance, Risk Management and Regulatory Compliance in e-book can be your choice.

Steven Stockton:

The feeling that you get from Pharmaceutical Computer Systems Validation: Quality Assurance, Risk
Management and Regulatory Compliance is a more deep you rooting the information that hide into the words
the more you get serious about reading it. It does not mean that this book is hard to be aware of but
Pharmaceutical Computer Systems Validation: Quality Assurance, Risk Management and Regulatory
Compliance giving you enjoyment feeling of reading. The article author conveys their point in selected way
that can be understood by simply anyone who read the idea because the author of this book is well-known
enough. This specific book also makes your vocabulary increase well. That makes it easy to understand then
can go with you, both in printed or e-book style are available. We propose you for having that
Pharmaceutical Computer Systems Validation: Quality Assurance, Risk Management and Regulatory
Compliance instantly.

Viola Waters:

A lot of people always spent their very own free time to vacation or perhaps go to the outside with them
family or their friend. Were you aware? Many a lot of people spent many people free time just watching TV,
or playing video games all day long. If you need to try to find a new activity honestly, that is look different
you can read any book. It is really fun for yourself. If you enjoy the book which you read you can spent all
day long to reading a book. The book Pharmaceutical Computer Systems Validation: Quality Assurance,
Risk Management and Regulatory Compliance it is quite good to read. There are a lot of folks that
recommended this book. We were holding enjoying reading this book. In case you did not have enough
space to develop this book you can buy the actual e-book. You can m0ore easily to read this book from the
smart phone. The price is not to fund but this book has high quality.



Michele Stein:

That publication can make you to feel relax. This book Pharmaceutical Computer Systems Validation:
Quality Assurance, Risk Management and Regulatory Compliance was colourful and of course has pictures
on there. As we know that book Pharmaceutical Computer Systems Validation: Quality Assurance, Risk
Management and Regulatory Compliance has many kinds or genre. Start from kids until young adults. For
example Naruto or Private eye Conan you can read and think you are the character on there. So , not at all of
book are generally make you bored, any it offers up you feel happy, fun and loosen up. Try to choose the
best book for you and try to like reading this.
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