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ISOXpress ISO 13485:2003 and FDA QSR (21 CFR 820) Internal Audit and Gap Analysis Checklist covers
both 13485:2003 and FDA QSR (21 CFR 820) compliance. For each item (question), specific applicable
clauses are referenced from both 13485 and CFR 820. This unique feature allows you to verify compliance
to both standards with just one audit and/or one gap analysis.

In addition to compliance-related questions this checklist also includes an additional column called: - What
to look for and how - ; a tutorial with tips and auditing techniques pertaining to the question. This is
especially helpful for less experienced auditors and for auditor training.

The checklist is also an excellent gap analysis tool. It can be used in early stages of ISO 13485 and/or FDA
QSR (21 CFR 820) implementation project to identify areas where a company s quality system is not
fulfilling the requirements of ISO 13485 and/or FDA QSR (21 CFR 820).

The ISOXpress checklist is ideal for auditors, internal auditors, auditor training and for consultants or
internal teams implementing and/or managing ISO 13485 and/or FDA QSR (21 CFR 820) quality systems.

The ISOXpress ISO 13485:2003 and FDA QSR (21 CFR 820) Internal Audit and Gap Analysis Checklist
comes on a CD-Rom with a 30 page Microsoft Word file and a license to implement in one company. It can
be integrated into the ISOXpress Document Control and ISO Management software, and can be used
together with ISO 13485 template manual and procedures, 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:

Robert Young:

Book is actually written, printed, or outlined for everything. You can learn everything you want by a book.
Book has a different type. As it is known to us that book is important factor to bring us around the world.
Next to that you can your reading proficiency was fluently. A book ISO 13485:2003 and FDA QSR (21 CFR
820) Internal Audit and Gap Analysis Checklist will make you to end up being smarter. You can feel far
more confidence if you can know about everything. But some of you think that will open or reading a book
make you bored. It isn't make you fun. Why they can be thought like that? Have you trying to find best book
or appropriate book with you?

Whitney Mallard:

The actual book ISO 13485:2003 and FDA QSR (21 CFR 820) Internal Audit and Gap Analysis Checklist
has a lot of knowledge on it. So when you check out this book you can get a lot of help. The book was
authored by the very famous author. The author makes some research previous to write this book. This book
very easy to read you will get the point easily after looking over this book.

Rosemary Lafleur:

Do you really one of the book lovers? If yes, do you ever feeling doubt when you are in the book store? Try
to pick one book that you just dont know the inside because don't judge book by its include may doesn't work
here is difficult job because you are frightened that the inside maybe not while fantastic as in the outside
search likes. Maybe you answer may be ISO 13485:2003 and FDA QSR (21 CFR 820) Internal Audit and
Gap Analysis Checklist why because the wonderful cover that make you consider concerning the content
will not disappoint an individual. The inside or content is definitely fantastic as the outside or perhaps cover.
Your reading 6th sense will directly make suggestions to pick up this book.

Robbie Lewis:

This ISO 13485:2003 and FDA QSR (21 CFR 820) Internal Audit and Gap Analysis Checklist is great e-
book for you because the content which can be full of information for you who have always deal with world
and also have to make decision every minute. That book reveal it data accurately using great coordinate word
or we can state no rambling sentences included. So if you are read this hurriedly you can have whole info in
it. Doesn't mean it only provides you with straight forward sentences but hard core information with
beautiful delivering sentences. Having ISO 13485:2003 and FDA QSR (21 CFR 820) Internal Audit and Gap
Analysis Checklist in your hand like obtaining the world in your arm, data in it is not ridiculous just one. We
can say that no book that offer you world with ten or fifteen second right but this publication already do that.
So , this can be good reading book. Hi Mr. and Mrs. occupied do you still doubt that?
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