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FDA Deskbook: A Compliance and Enforcement Guide provides a comprehensive description of the
complexities of compliance under The Federal Food, Drug, and Cosmetic Act (FDC Act) and practical
suggestions on how FDA-regulated entities can avoid being the subject of an enforcement action by the
federal government.  PLI’s new FDA Deskbook explains the legal framework created by the FDC Act and
subsequent statutes, regulations, guidance and policies governing the food and drug industry. 

Written by attorneys at Hyman, Phelps & McNamara, P.C., the largest dedicated food and drug law firm in
the U.S., the FDA Deskbook incorporates more than a century of cumulative experience from positions at
FDA, the U.S. Department of Justice, the Drug Enforcement Administration, U.S. Attorney’s Offices, and
regulated industry.  The result is this essential guidebook, which aims to assist industry stakeholders by
providing a wide-ranging review of compliance and enforcement under the FDC Act and related laws. 

The FDA Deskbook first details the ins-and-outs of FDA’s administrative actions (such as warning letters,
import alerts, and recalls) and civil and criminal enforcement authorities.  The FDA Deskbook then walks
the reader through individual chapters highlighting specific issues affecting the cross-section of FDA
regulation:

drugs, including OTC, prescription, and compounded drugs, and controlled substances ●

medical devices, including in vitro diagnostic devices●

food and dietary supplements●

tobacco●

animal products●

cosmetics ●

Importantly, the FDA Deskbook contains chapters focused on today’s hot button issues, such as advertising
and promotion, fraud and abuse, and good manufacturing practices.  The FDA Deskbook proposes best
practice tips, including how to deal with FDA inspections, alternatives to conducting internal investigations,
and potential defense strategies for use in enforcement proceedings.

The FDA Deskbook provides a thorough discussion of the current landscape necessary for FDA-regulated
entities to achieve compliance and avoid enforcement action.
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From reader reviews:

Marcy Ontiveros:

Do you have favorite book? In case you have, what is your favorite's book? E-book is very important thing
for us to learn everything in the world. Each reserve has different aim or maybe goal; it means that guide has
different type. Some people experience enjoy to spend their time and energy to read a book. They can be
reading whatever they take because their hobby is definitely reading a book. How about the person who don't
like examining a book? Sometime, person feel need book once they found difficult problem or even exercise.
Well, probably you will require this FDA Deskbook: A Compliance and Enforcement Guide.

Robert Bartlett:

Here thing why this FDA Deskbook: A Compliance and Enforcement Guide are different and reliable to be
yours. First of all examining a book is good but it depends in the content of computer which is the content is
as scrumptious as food or not. FDA Deskbook: A Compliance and Enforcement Guide giving you
information deeper and different ways, you can find any publication out there but there is no guide that
similar with FDA Deskbook: A Compliance and Enforcement Guide. It gives you thrill examining journey,
its open up your personal eyes about the thing which happened in the world which is perhaps can be
happened around you. You can bring everywhere like in recreation area, café, or even in your means home
by train. When you are having difficulties in bringing the paper book maybe the form of FDA Deskbook: A
Compliance and Enforcement Guide in e-book can be your alternative.

Edward Upton:

Now a day people who Living in the era just where everything reachable by match the internet and the
resources in it can be true or not need people to be aware of each details they get. How a lot more to be smart
in acquiring any information nowadays? Of course the solution is reading a book. Reading through a book
can help persons out of this uncertainty Information particularly this FDA Deskbook: A Compliance and
Enforcement Guide book since this book offers you rich details and knowledge. Of course the information in
this book hundred percent guarantees there is no doubt in it as you know.

April Miller:

That e-book can make you to feel relax. This book FDA Deskbook: A Compliance and Enforcement Guide
was vibrant and of course has pictures on the website. As we know that book FDA Deskbook: A Compliance
and Enforcement Guide has many kinds or genre. Start from kids until adolescents. For example Naruto or
Private eye Conan you can read and think you are the character on there. So , not at all of book usually are
make you bored, any it makes you feel happy, fun and rest. Try to choose the best book for you and try to
like reading that.
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