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CAPA in the Pharmaceutical and Biotech Industries: How to Implement an
Effective Nine Step Program contains the most current information on how to
implement, develop, and maintain an effective Corrective Action and Preventive
Action (CAPA) and investigation program using a nine step closed-loop process
approach for medical devices and pharmaceutical and biologic manufacturers, as
well as any anyone who has to maintain a quality system.This book addresses
how companies often make the mistake of fixing problems in their processes by
revising procedures or, more commonly, by retraining employees that may or
may not have caused the problem. This event-focused fix leads to the false
assumption that the errors have been eradicated and will be prevented in the
future. The reality is that the causes of the failure were never actually
determined, therefore the same problem will recur over and over. CAPA is a
complete system that collects information regarding existing and potential quality
problems. It analyzes and investigates the issues to identify the root cause of
nonconformities. It is not just a quick-fix, simple approach, it is a process and has
to be understood throughout organizations.

Provides an understanding of the principles and techniques involved in the●

effective implementation of a CAPA program, from the identification of the
problem, to the verification of preventive action
Emphasis is placed on the practical aspects of how to perform failure●

investigations and root cause analysis through the use of several types of
methodologies, all explained in detail
Provides effective methods to use with a Corrective Action system to help●

quality professionals identify costly issues and resolve them quickly and
appropriately
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CAPA in the Pharmaceutical and Biotech Industries: How to Implement an Effective Nine Step Program
contains the most current information on how to implement, develop, and maintain an effective Corrective
Action and Preventive Action (CAPA) and investigation program using a nine step closed-loop process
approach for medical devices and pharmaceutical and biologic manufacturers, as well as any anyone who has
to maintain a quality system.This book addresses how companies often make the mistake of fixing problems
in their processes by revising procedures or, more commonly, by retraining employees that may or may not
have caused the problem. This event-focused fix leads to the false assumption that the errors have been
eradicated and will be prevented in the future. The reality is that the causes of the failure were never actually
determined, therefore the same problem will recur over and over. CAPA is a complete system that collects
information regarding existing and potential quality problems. It analyzes and investigates the issues to
identify the root cause of nonconformities. It is not just a quick-fix, simple approach, it is a process and has
to be understood throughout organizations.

Provides an understanding of the principles and techniques involved in the effective implementation of a●

CAPA program, from the identification of the problem, to the verification of preventive action
Emphasis is placed on the practical aspects of how to perform failure investigations and root cause analysis●

through the use of several types of methodologies, all explained in detail
Provides effective methods to use with a Corrective Action system to help quality professionals identify●

costly issues and resolve them quickly and appropriately
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Editorial Review

Review
"...useful for anyone working in quality assurance or regulatory affairs as a reference guide and as a tool for
setting up or improving CAPA programmes." --The Pharmacetical Journal, CAPA in the Pharmaceutical
and Biotech Industries

About the Author
Jackelyn Rodriguez has over 28 years of experience that cover all facets of quality assurance and regulatory
compliance. Ms Rodriguez is the President of Monarch Quality Systems Solutions, a consulting firm serving
in the technical and regulatory compliance capacity for several Pharmaceutical, Biologics and Medical
Device manufacturers. Her consulting activities place emphasis on all aspects of regulatory compliance,
training, Mock FDA audits/assessments, regulatory affairs and various FDA-related activities. Ms Rodriguez
has published numerous compliance-related articles and has been a global industry speaker and presenter on
several compliance topics. Her wide-ranged experience and recognized expertise in these areas have
acquired her guest speaker positions worldwide. She has worked closely with CDRH’s FDA HACCP team
for both promotion of Risk Management, training of over 1000 individuals, and worked with the FDA in
their pilot study created to introduce the new Hazardous Analysis and Critical Control Points (HACCP)
Inspection Technique to the Medical Device Industry.

Users Review

From reader reviews:

Sherry Hansen:

Would you one of the book lovers? If so, do you ever feeling doubt while you are in the book store? Aim to
pick one book that you find out the inside because don't determine book by its include may doesn't work this
is difficult job because you are afraid that the inside maybe not because fantastic as in the outside appear
likes. Maybe you answer can be CAPA in the Pharmaceutical and Biotech Industries: How to Implement an
Effective Nine Step Program (Woodhead Publishing Series in Biomedicine) why because the amazing cover
that make you consider regarding the content will not disappoint an individual. The inside or content will be
fantastic as the outside or maybe cover. Your reading sixth sense will directly guide you to pick up this book.

Jean Cunningham:

Reading a book to become new life style in this year; every people loves to examine a book. When you
examine a book you can get a lots of benefit. When you read textbooks, you can improve your knowledge,
due to the fact book has a lot of information in it. The information that you will get depend on what sorts of
book that you have read. In order to get information about your research, you can read education books, but
if you want to entertain yourself read a fiction books, such us novel, comics, along with soon. The CAPA in
the Pharmaceutical and Biotech Industries: How to Implement an Effective Nine Step Program (Woodhead
Publishing Series in Biomedicine) provide you with new experience in studying a book.



Trisha McClain:

In this era globalization it is important to someone to obtain information. The information will make
someone to understand the condition of the world. The health of the world makes the information quicker to
share. You can find a lot of recommendations to get information example: internet, newspaper, book, and
soon. You can see that now, a lot of publisher this print many kinds of book. The book that recommended to
your account is CAPA in the Pharmaceutical and Biotech Industries: How to Implement an Effective Nine
Step Program (Woodhead Publishing Series in Biomedicine) this book consist a lot of the information in the
condition of this world now. That book was represented so why is the world has grown up. The language
styles that writer require to explain it is easy to understand. Typically the writer made some investigation
when he makes this book. This is why this book appropriate all of you.

Helene Anderson:

Beside that CAPA in the Pharmaceutical and Biotech Industries: How to Implement an Effective Nine Step
Program (Woodhead Publishing Series in Biomedicine) in your phone, it could possibly give you a way to
get more close to the new knowledge or information. The information and the knowledge you can got here is
fresh from the oven so don't end up being worry if you feel like an outdated people live in narrow
community. It is good thing to have CAPA in the Pharmaceutical and Biotech Industries: How to Implement
an Effective Nine Step Program (Woodhead Publishing Series in Biomedicine) because this book offers for
you readable information. Do you at times have book but you don't get what it's all about. Oh come on, that
will not end up to happen if you have this within your hand. The Enjoyable agreement here cannot be
questionable, like treasuring beautiful island. Techniques you still want to miss the item? Find this book and
also read it from now!
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