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There is no substitute for extensive testing when it comes to IT systems. Recognition that problems are easier
and cheaper to fix before the system is in use (rather than after), has turned testing into a cost-effective tool.
However, when developing computer systems for pharmaceuticals manufacturing, testing to meet regulatory
requirements adds an additional layer of complexity. Testing Computers Systems for FDA/MHRA
Compliance focuses on software module, software integration, hardware, and system acceptance testing.
Reflecting the renewed emphasis of the FDA and other global regulatory agencies towards systematic
inspections and risk-based validation with an underlying scientific rationale, this guide focuses on current
best practices in computer systems testing in the regulatory environment.

David Stokes demonstrates how the principles detailed in the GAMP 4 Guide can be used to define a
pragmatic approach to testing. He includes techniques for testing large Internet-based systems for
compliance with the stringent requirements of regulations such as 21CFR Part 11, and clarifies the
relationship and responsibilities of the system "user" and "supplier". The author also delineates where testing
starts in the project lifecycle, who performs what testing, where the lines of responsibility start and end, and
the differences in the terminology used in the healthcare and general IT sectors. A checklist of questions to
be used when developing System Test Specification(s), and templates for documenting typical system test
results, round out the features that make this book a practical guide for all those involved in the development
and implementation of IT systems for the pharmaceutical and related healthcare manufacturing industries.
Senior managers, team project leaders, project team members, and industry trainees, will all benefit from this
clear and practical guide.
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From reader reviews:

Richard Smith:

The book Testing Computers Systems for FDA/MHRA Compliance (Computer Systems Validation Life
Cycle Activities S) make you feel enjoy for your spare time. You can utilize to make your capable more
increase. Book can to get your best friend when you getting tension or having big problem along with your
subject. If you can make examining a book Testing Computers Systems for FDA/MHRA Compliance
(Computer Systems Validation Life Cycle Activities S) to become your habit, you can get much more
advantages, like add your own personal capable, increase your knowledge about many or all subjects. You
can know everything if you like open up and read a reserve Testing Computers Systems for FDA/MHRA
Compliance (Computer Systems Validation Life Cycle Activities S). Kinds of book are several. It means
that, science book or encyclopedia or other folks. So , how do you think about this book?

Roger Waldrop:

What do you think of book? It is just for students since they're still students or this for all people in the
world, the particular best subject for that? Simply you can be answered for that question above. Every person
has different personality and hobby for each and every other. Don't to be pressured someone or something
that they don't wish do that. You must know how great and important the book Testing Computers Systems
for FDA/MHRA Compliance (Computer Systems Validation Life Cycle Activities S). All type of book
would you see on many resources. You can look for the internet methods or other social media.

Sharon Broome:

The e-book with title Testing Computers Systems for FDA/MHRA Compliance (Computer Systems
Validation Life Cycle Activities S) contains a lot of information that you can discover it. You can get a lot of
benefit after read this book. This book exist new knowledge the information that exist in this reserve
represented the condition of the world at this point. That is important to yo7u to find out how the
improvement of the world. That book will bring you within new era of the the positive effect. You can read
the e-book on your smart phone, so you can read that anywhere you want.

Vickie Duke:

That e-book can make you to feel relax. This book Testing Computers Systems for FDA/MHRA Compliance
(Computer Systems Validation Life Cycle Activities S) was colourful and of course has pictures on there. As
we know that book Testing Computers Systems for FDA/MHRA Compliance (Computer Systems Validation
Life Cycle Activities S) has many kinds or variety. Start from kids until adolescents. For example Naruto or
Investigation company Conan you can read and think that you are the character on there. Therefore , not at
all of book usually are make you bored, any it can make you feel happy, fun and relax. Try to choose the best
book for you personally and try to like reading that will.
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