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As the generic pharmaceutical industry continues to grow and thrive, so does the need to conduct adequate,
efficient bioequivalence studies. In recent years, there have been significant changes to the statistical models
for evaluating bioequivalence. In addition, advancesin the analytical technology used to detect drug and
metabolite levels have made bioequival ence testing more complex. The second edition of Handbook of
Bioequivalence Testing has been completely updated to include the most current information available,
including new findings in drug delivery and dosage form design and revised worldwide regulatory
requirements.

New topicsinclude:

- A historical perspective on generic pharmaceuticals

- New guidelines governing submissions related to bioequivalency studies, along with therapeutic code
classifications

- Models of noninferiority

- Biosimilarity of large molecule drugs

- Bioequivalence of complementary and alternate medicines

- Bioequivalence of biosimilar therapeutic proteins and monoclonal antibodies

- New FDA guidelines for bioanalytical method validation

- QOutsourcing and monitoring of bioequivalence studies

The cost of generic drugs is rising much faster than in the past, partly because of the increased costs required
for approval—including those for bioequivalence testing. There is a dire need to re-examine the science
behind this type of testing to reduce the burden of development costs—allowing companies to develop
generic drugs faster and at alower expense. The final chapter explores the future of bioequivalence testing
and proposes radical changes in the process of biowaivers. It suggests how the cost of demonstrating
bioequivalence can be reduced through intensive analytical investigation and proposes that regulatory
agencies reduce the need for bioeguivalence studies in humans. Backed by science and updated with the



latest research, this book is destined to spark continued debate on the efficacy of the current bioequivalence
testing paradigm.
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From reader reviews:
Karl Hender son:

Do you have favorite book? Should you have, what is your favorite's book? Reserve is very important thing
for us to know everything in the world. Each publication has different aim or goal; it means that guide has
different type. Some peoplereally feel enjoy to spend their time for you to read a book. These are reading
whatever they take because their hobby is actually reading a book. Think about the person who don't like
reading a book? Sometime, man or woman feel need book when they found difficult problem or maybe
exercise. Well, probably you should have this Handbook of Bioequivalence Testing, Second Edition (Drugs
and the Pharmaceutical Sciences).

Charlie Seymour:

What do you in relation to book? It is not important along with you? Or just adding material when you
require something to explain what your own problem? How about your spare time? Or are you busy
individual ? If you don't have spare time to do others business, it is give you a sense of feeling bored faster.
And you have free time? What did you do? Every individual has many questions above. They must answer
that question due to the fact just their can do that will. It said that about guide. Book isfamiliar on every
person. Yes, it isright. Because start from on guarderia until university need this Handbook of
Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical Sciences) to read.

Michad Sherman:

The particular book Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical
Sciences) will bring someone to the new experience of reading any book. The author styleto clarify theidea
isvery unique. When you try to find new book to read, this book very acceptable to you. The book
Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical Sciences) is much
recommended to you to study. Y ou can also get the e-book from your officia web site, so you can easier to
read the book.

David Wade:

That reserve can make you to feel relax. This book Handbook of Bioequivalence Testing, Second Edition
(Drugs and the Pharmaceutical Sciences) was bright colored and of course has pictures around. As we know
that book Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical Sciences)
has many kinds or variety. Start from kids until youngsters. For example Naruto or Investigation company
Conan you can read and think that you are the character on there. Therefore, not at all of book tend to be
make you bored, any it can make you feel happy, fun and rest. Try to choose the best book for you
personally and try to like reading this.
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