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This ISOXpress ISO 13485:2003 and FDA QSR (21 CFR 820) Template Documentation was originally
published in 1996. It was the first template quality system documentation for the medical device industry.
Now in its third edition, and with over 3,000 copies sold, it is by far the most popular and proven package on
the market. The templates helped thousands of companies achieve ISO 13485 registration and/or FDA QSR
compliance.

ISOXpress ISO 13485 Manual and Procedures package consists of 54 Microsoft Word files containing a
quality manual, 34 operational procedures and forms. It covers both ISO 13485:2003 and FDA QSR (21
CFR Part 820) requirements, and thus fully complies with both the international and US FDA regulations. It
defines a quality system that is simple, intuitive, and free from excessive paperwork, making it easy to
operate and maintain.

There is also an implementation tutorial to help you edit and customize the documentation to fit your
company. It comes in the form of extensive notes and tips inserted directly into the documents. These notes
(in blue italic font) identify and explain the requirements which are being addressed in the particular section
of the document, alert you to sections where you may need to make changes, and discuss alternative
approaches and solutions that may be more suitable for particular types of products, processes or companies.
It is like having a consultant by your side, anticipating your questions and helping you in real time as you
customize the documentation.

This ISOXpress ISO 13485:2003 and FDA QSR (21 CFR 820) Quality Manual, Procedures and Forms is
intended for quality managers, consultants and ISO 13485 teams that need to implement or update existing
ISO 13485 and/or FDA QSR (21 CFR 820) quality systems.

The ISOXpress ISO 13485:2003 and FDA QSR (21 CFR 820) Template Documentation comes on a CD-
Rom with 54 Microsoft Word files (quality manual, 34 procedures and forms) and a license to implement in
one company. They can be integrated into the ISOXpress Document Control and ISO Management software,
and can be used together with ISO 13485 internal audit and gap analysis checklist, ISO 13485 training
materials and Medical Device Risk Analysis Manual (ISO 14971 Hazard Analysis Process). .These
products can be purchased together in our ISOXpress Complete Package.
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From reader reviews:

Pamela Adair:

In other case, little individuals like to read book ISO 13485:2003 & FDA QSR (21 CFR 820) Manual,
Procedures and Forms. You can choose the best book if you love reading a book. As long as we know about
how is important some sort of book ISO 13485:2003 & FDA QSR (21 CFR 820) Manual, Procedures and
Forms. You can add know-how and of course you can around the world by the book. Absolutely right,
simply because from book you can understand everything! From your country until eventually foreign or
abroad you can be known. About simple point until wonderful thing it is possible to know that. In this era,
you can open a book or perhaps searching by internet device. It is called e-book. You can use it when you
feel bored stiff to go to the library. Let's study.

Patricia Frazier:

The book ISO 13485:2003 & FDA QSR (21 CFR 820) Manual, Procedures and Forms can give more
knowledge and also the precise product information about everything you want. Why then must we leave a
good thing like a book ISO 13485:2003 & FDA QSR (21 CFR 820) Manual, Procedures and Forms? Wide
variety you have a different opinion about e-book. But one aim that book can give many info for us. It is
absolutely correct. Right now, try to closer along with your book. Knowledge or facts that you take for that,
you may give for each other; it is possible to share all of these. Book ISO 13485:2003 & FDA QSR (21 CFR
820) Manual, Procedures and Forms has simple shape but the truth is know: it has great and massive function
for you. You can appear the enormous world by open and read a e-book. So it is very wonderful.

Robert Knight:

Reading a reserve can be one of a lot of action that everyone in the world really likes. Do you like reading
book thus. There are a lot of reasons why people enjoyed. First reading a e-book will give you a lot of new
information. When you read a book you will get new information because book is one of various ways to
share the information or perhaps their idea. Second, reading a book will make you actually more imaginative.
When you reading through a book especially hype book the author will bring one to imagine the story how
the characters do it anything. Third, you can share your knowledge to other folks. When you read this ISO
13485:2003 & FDA QSR (21 CFR 820) Manual, Procedures and Forms, you are able to tells your family,
friends in addition to soon about yours guide. Your knowledge can inspire the mediocre, make them reading
a reserve.

Robert Barker:

Don't be worry when you are afraid that this book may filled the space in your house, you may have it in e-
book method, more simple and reachable. This ISO 13485:2003 & FDA QSR (21 CFR 820) Manual,
Procedures and Forms can give you a lot of close friends because by you taking a look at this one book you
have thing that they don't and make a person more like an interesting person. This specific book can be one



of a step for you to get success. This publication offer you information that probably your friend doesn't
realize, by knowing more than some other make you to be great folks. So , why hesitate? We need to have
ISO 13485:2003 & FDA QSR (21 CFR 820) Manual, Procedures and Forms.
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