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Approximately 25 cents out of every dollar spent by American consumers is for a
commodity regulated by the Food and Drug Administration. The agency has
jurisdiction over food, drugs, cosmetics, medical devices, biological products,
animal food and drugs, and tobacco products, as well as electronic products that
emit radiation and products that spread communicable disease. FDA regulation
thus touches the production and sale of most products that fill the shelves of our
supermarkets and drug stores and virtually every product prescribed or used by
the medical profession. The agency’s responsibilities range from the simplest
foods and personal care products to the most technologically sophisticated
innovations of biotechnology and medical engineering.
Food and Drug Law is the law governing the actions taken by FDA and its sister
agencies to oversee the safety of this vast universe of products, to ensure that
their labeling (and in some cases advertising) is accurate and informative, and to
shepherd safe and effective new products onto the market.
The book contains many court cases, but to reflect the diverse forums in which
food and drug law is developed and enforced, the text also contains many other
types illustrative materials: Federal Register preambles, warning letters,
regulatory guidance documents, Congressional hearing testimony, scholarly
articles, newspaper opinion pieces, and many others. In addition, the book offers
a generous amount of original content, in which the authors guide the reader
through the complexities of the statutory and regulatory scheme. Moreover, like
past editions, the Fourth Edition includes numerous illuminating notes, which
offer a gold mine of fascinating examples of the law in action.
The Fourth Edition, like previous editions, is extraordinarily valuable for
practitioners. But notably, the book has been reorganized and edited so as to
make it more useful than ever for students and professors. Much important
contextual material has been moved to the front of the book, so students will
grasp essential administrative, jurisdictional, federalism, and enforcement issues
before mastering the intricacies of the product-specific chapters. The casebook
thus provides an introductory window into administrative law for students who
have not yet taken the basic Administrative Law course, as well as for first year
students taking Food and Drug Law as an elective. The chapter on human drugs
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has been thoroughly reorganized to improve its comprehensibility. Throughout
the book, other changes to organization and presentation have been made with
professors and students in mind.
The Fourth Edition is completely updated through the early fall of 2013. It
includes a new chapter on tobacco regulation to reflect the responsibilities FDA
acquired under the Family Smoking Prevention and Tobacco Control of 2009. It
also incorporates all the other statutory amendments since 2007 (for example, the
Food and Drug Administration Act, the Food Safety Modernization Act, and the
Food and Drug Administration Safety and Innovation Act). Every major
development of the past six years is addressed, from the significant First
Amendment cases to the preemption of tort suits to the drug compounding crisis
to the regulation of bioengineered salmon.
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Approximately 25 cents out of every dollar spent by American consumers is for a commodity regulated by
the Food and Drug Administration. The agency has jurisdiction over food, drugs, cosmetics, medical devices,
biological products, animal food and drugs, and tobacco products, as well as electronic products that emit
radiation and products that spread communicable disease. FDA regulation thus touches the production and
sale of most products that fill the shelves of our supermarkets and drug stores and virtually every product
prescribed or used by the medical profession. The agency’s responsibilities range from the simplest foods
and personal care products to the most technologically sophisticated innovations of biotechnology and
medical engineering.
Food and Drug Law is the law governing the actions taken by FDA and its sister agencies to oversee the
safety of this vast universe of products, to ensure that their labeling (and in some cases advertising) is
accurate and informative, and to shepherd safe and effective new products onto the market.
The book contains many court cases, but to reflect the diverse forums in which food and drug law is
developed and enforced, the text also contains many other types illustrative materials: Federal Register
preambles, warning letters, regulatory guidance documents, Congressional hearing testimony, scholarly
articles, newspaper opinion pieces, and many others. In addition, the book offers a generous amount of
original content, in which the authors guide the reader through the complexities of the statutory and
regulatory scheme. Moreover, like past editions, the Fourth Edition includes numerous illuminating notes,
which offer a gold mine of fascinating examples of the law in action.
The Fourth Edition, like previous editions, is extraordinarily valuable for practitioners. But notably, the book
has been reorganized and edited so as to make it more useful than ever for students and professors. Much
important contextual material has been moved to the front of the book, so students will grasp essential
administrative, jurisdictional, federalism, and enforcement issues before mastering the intricacies of the
product-specific chapters. The casebook thus provides an introductory window into administrative law for
students who have not yet taken the basic Administrative Law course, as well as for first year students taking
Food and Drug Law as an elective. The chapter on human drugs has been thoroughly reorganized to improve
its comprehensibility. Throughout the book, other changes to organization and presentation have been made
with professors and students in mind.
The Fourth Edition is completely updated through the early fall of 2013. It includes a new chapter on tobacco
regulation to reflect the responsibilities FDA acquired under the Family Smoking Prevention and Tobacco
Control of 2009. It also incorporates all the other statutory amendments since 2007 (for example, the Food
and Drug Administration Act, the Food Safety Modernization Act, and the Food and Drug Administration
Safety and Innovation Act). Every major development of the past six years is addressed, from the significant
First Amendment cases to the preemption of tort suits to the drug compounding crisis to the regulation of
bioengineered salmon.
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From reader reviews:

Frank Huynh:

Why don't make it to be your habit? Right now, try to prepare your time to do the important behave, like
looking for your favorite guide and reading a e-book. Beside you can solve your short lived problem; you
can add your knowledge by the publication entitled Food and Drug Law (University Casebook Series). Try
to the actual book Food and Drug Law (University Casebook Series) as your good friend. It means that it can
to become your friend when you experience alone and beside those of course make you smarter than in the
past. Yeah, it is very fortuned for you personally. The book makes you far more confidence because you can
know every little thing by the book. So , let us make new experience along with knowledge with this book.

Sandra Lowe:

Spent a free time and energy to be fun activity to perform! A lot of people spent their leisure time with their
family, or their particular friends. Usually they doing activity like watching television, planning to beach, or
picnic within the park. They actually doing same task every week. Do you feel it? Do you need to something
different to fill your current free time/ holiday? May be reading a book could be option to fill your no cost
time/ holiday. The first thing you ask may be what kinds of publication that you should read. If you want to
try look for book, may be the publication untitled Food and Drug Law (University Casebook Series) can be
fine book to read. May be it might be best activity to you.

Judith Craig:

Do you have something that you like such as book? The publication lovers usually prefer to pick book like
comic, quick story and the biggest the first is novel. Now, why not hoping Food and Drug Law (University
Casebook Series) that give your fun preference will be satisfied through reading this book. Reading practice
all over the world can be said as the means for people to know world far better then how they react toward
the world. It can't be mentioned constantly that reading routine only for the geeky man but for all of you who
wants to become success person. So , for all of you who want to start looking at as your good habit, you
could pick Food and Drug Law (University Casebook Series) become your starter.

Douglas Elem:

A lot of people said that they feel fed up when they reading a reserve. They are directly felt the idea when
they get a half portions of the book. You can choose the actual book Food and Drug Law (University
Casebook Series) to make your reading is interesting. Your current skill of reading expertise is developing



when you like reading. Try to choose simple book to make you enjoy to read it and mingle the opinion about
book and looking at especially. It is to be 1st opinion for you to like to open a book and go through it. Beside
that the e-book Food and Drug Law (University Casebook Series) can to be your new friend when you're
experience alone and confuse using what must you're doing of the time.
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