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0 of 0 people found the following review helpful. Good reference bookBy Carol Good desk reference book to help 'fix'
documentation for regulation.15 of 17 people found the following review helpful. OK, but | didn't "look inside this
book"By Bruce_in_LAUsethe "look inside this book" function to review the table of contents, etc. | thought the book
would include some information on FDA device approvals but it does not. This book is about manufacturing, FDA
product inspections, when the FDA reviews compliance documentation at your factory, etc. Just be sure that is what
you need.0 of 1 people found the following review helpful. Five StarsBy George Gary CalafactorGreat product and
seller!

There isamountain of information on FDA regulation and compliance for medical device manufacturers. Graphic
icons organize the text and provide a better understanding and visual aid to definitions, regulations, procedures,
documents, records, and points to remember.



