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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, advances in the analytical technology used to detect drug and
metabolite levels have made bioequivalence 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 topics include:

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●

Outsourcing 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 a lower 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 bioequivalence 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:

John Whetstone:

In this 21st century, people become competitive in every single way. By being competitive right now, people
have do something to make these individuals survives, being in the middle of the crowded place and notice
through surrounding. One thing that at times many people have underestimated that for a while is reading.
Sure, by reading a guide your ability to survive enhance then having chance to endure than other is high. For
you who want to start reading a book, we give you that Handbook of Bioequivalence Testing, Second
Edition (Drugs and the Pharmaceutical Sciences) book as beginning and daily reading guide. Why, because
this book is more than just a book.

Ruth Williams:

Why? Because this Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical
Sciences) is an unordinary book that the inside of the e-book waiting for you to snap this but latter it will zap
you with the secret the item inside. Reading this book adjacent to it was fantastic author who also write the
book in such remarkable way makes the content interior easier to understand, entertaining approach but still
convey the meaning totally. So , it is good for you for not hesitating having this any more or you going to
regret it. This unique book will give you a lot of gains than the other book get such as help improving your
expertise and your critical thinking technique. So , still want to delay having that book? If I were being you I
will go to the publication store hurriedly.

Melody Grissom:

Is it an individual who having spare time subsequently spend it whole day by simply watching television
programs or just laying on the bed? Do you need something totally new? This Handbook of Bioequivalence
Testing, Second Edition (Drugs and the Pharmaceutical Sciences) can be the response, oh how comes? The
new book you know. You are consequently out of date, spending your spare time by reading in this fresh era
is common not a nerd activity. So what these books have than the others?

Belen Riedel:

Book is one of source of know-how. We can add our information from it. Not only for students and also
native or citizen will need book to know the update information of year for you to year. As we know those
ebooks have many advantages. Beside most of us add our knowledge, also can bring us to around the world.
Through the book Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical
Sciences) we can take more advantage. Don't that you be creative people? To be creative person must want
to read a book. Just choose the best book that acceptable with your aim. Don't become doubt to change your
life by this book Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical
Sciences). You can more inviting than now.
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