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The purpose of Dr. D’s first book is to breakdown and analyze the requirements
depicted in the 21 CFR, Part 820, also known as the FDA’s Quality System
Regulation (QSR). The doctor tackles each of the sections of the QSR
sequentially and hopes the readers are able to glean some useful information
while enjoying the common-sense, objective, and no-nonsense approach to
complying with each of the requirements.
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Editorial Review

About the Author
Dr. Christopher Joseph Devine is the President of Devine Guidance International, Inc., a consulting firm
specializing in providing solutions for regulatory compliance, quality, supplier management, and supply-
chain issues facing the medical device industry. Additionally, Dr. Devine is the author of Devine Guidance, a
weekly blog focusing on the understanding of regulations mandated by the FDA and other regulatory bodies;
and published by the Medical Device Summit, an e-magazine. Furthermore, Dr. Devine is a member of the
editorial board of the Medical Device Summit. Dr. Devine has 32-years of experience in quality assurance,
regulatory affairs, and program management. He is a senior member of the American Society of Quality
(ASQ), a member of Regulatory Affairs Professionals Society (RAPS), a member of the Project
Management Institute (PMI) and resides on several technical advisory boards. Dr. Devine received his
doctorate from Northcentral University, with his doctoral dissertation entitled, “Exploring the Effectiveness
of Defensive-Receiving Inspection for Medical Device Manufacturers: A Mixed-Method Study.” Dr. Devine
also holds a graduate degree in organizational management (MAOM) and an undergraduate degree business
management (BSBM). Prior to launching his professional career, Dr. Devine served honorably as a United
States Marine.

Users Review

From reader reviews:

Adam Nelson:

This Devine Guidance for Complying with the FDA’S Quality System Regulation: 21 CFR, Part 820 book is
not really ordinary book, you have after that it the world is in your hands. The benefit you will get by reading
this book is usually information inside this publication incredible fresh, you will get information which is
getting deeper a person read a lot of information you will get. This Devine Guidance for Complying with the
FDA’S Quality System Regulation: 21 CFR, Part 820 without we know teach the one who looking at it
become critical in considering and analyzing. Don't always be worry Devine Guidance for Complying with
the FDA’S Quality System Regulation: 21 CFR, Part 820 can bring when you are and not make your bag
space or bookshelves' become full because you can have it in the lovely laptop even cell phone. This Devine
Guidance for Complying with the FDA’S Quality System Regulation: 21 CFR, Part 820 having excellent
arrangement in word in addition to layout, so you will not truly feel uninterested in reading.

Earline Martin:

This book untitled Devine Guidance for Complying with the FDA’S Quality System Regulation: 21 CFR,
Part 820 to be one of several books that will best seller in this year, this is because when you read this
reserve you can get a lot of benefit in it. You will easily to buy this book in the book shop or you can order it
by using online. The publisher in this book sells the e-book too. It makes you quicker to read this book, as
you can read this book in your Mobile phone. So there is no reason to your account to past this publication
from your list.
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Paul Blum:

Devine Guidance for Complying with the FDA’S Quality System Regulation: 21 CFR, Part 820 can be one
of your basic books that are good idea. All of us recommend that straight away because this publication has
good vocabulary which could increase your knowledge in terminology, easy to understand, bit entertaining
but delivering the information. The article writer giving his/her effort to get every word into satisfaction
arrangement in writing Devine Guidance for Complying with the FDA’S Quality System Regulation: 21
CFR, Part 820 although doesn't forget the main level, giving the reader the hottest as well as based confirm
resource data that maybe you can be among it. This great information can easily drawn you into brand-new
stage of crucial thinking.

Perla Baxter:

Do you one of the book lovers? If yes, do you ever feeling doubt if you are in the book store? Attempt to
pick one book that you never know the inside because don't judge book by its cover may doesn't work this is
difficult job because you are afraid that the inside maybe not because fantastic as in the outside seem likes.
Maybe you answer can be Devine Guidance for Complying with the FDA’S Quality System Regulation: 21
CFR, Part 820 why because the wonderful cover that make you consider concerning the content will not
disappoint an individual. The inside or content is actually fantastic as the outside or cover. Your reading
sixth sense will directly direct you to pick up this book.
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