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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
reguirements.

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 drugsis rising much faster than in the past, partly because of the increased costs required
for approval Zincluding those for bioequivalence testing. There isadire 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 bioeguivalence testing and
proposes radical changesin the process of biowaivers. It suggests how the cost of demonstrating

bi oequivalence 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 bioequivaence
testing paradigm.
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From reader reviews:
Jaime L eflore:

Hey guys, do you wants to finds a new book to read? May be the book with the subject Handbook of
Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical Sciences) suitable to you? Typicaly
the book was written by well known writer in this era. The book untitled Handbook of Bioequivalence
Testing, Second Edition (Drugs and the Pharmaceutical Sciences)is the one of several books this everyone
read now. This specific book was inspired lots of people in the world. When you read this e-book you will
enter the new dimension that you ever know just before. The author explained their strategy in the smple
way, therefore all of people can easily to know the core of this guide. This book will give you awide range
of information about this world now. So that you can see the represented of the world with this book.

Jonathan McL ean:

Y our reading sixth sense will not betray you, why because this Handbook of Bioequivalence Testing, Second
Edition (Drugs and the Pharmaceutical Sciences) e-book written by well-known writer whose to say well
how to make book which might be understand by anyone who also read the book. Written within good
manner for you, still dripping wet every ideas and writing skill only for eliminate your own hunger then you
still question Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical Sciences)
as good book not merely by the cover but also through the content. Thisis one book that can break don't
ascertain book by its protect, so do you still needing an additional sixth sense to pick this!? Oh come on your
studying sixth sense already said so why you have to listening to a different sixth sense.

L awrence Scuderi:

Reading a book to become new life style in this year; every people loves to examine a book. When you study
abook you can get alarge amount of benefit. When you read ebooks, you can improve your knowledge,
simply because book has alot of information in it. The information that you will get depend on what forms
of book that you have read. In order to get information about your examine, you can read education books,
but if you want to entertain yourself you are able to a fiction books, this sort of us novel, comics, in addition
to soon. The Handbook of Bioequivalence Testing, Second Edition (Drugs and the Pharmaceutical Sciences)
provide you with a new experience in reading through a book.

Jeanie Hynes:

Aswe know that book isvital thing to add our information for everything. By a guide we can know
everything we want. A book is a set of written, printed, illustrated or perhaps blank sheet. Every year seemed
to be exactly added. This reserve Handbook of Bioequivalence Testing, Second Edition (Drugs and the
Pharmaceutical Sciences) wasfilled regarding science. Spend your time to add your knowledge about your
research competence. Some people has various feel when they reading a book. If you know how big good
thing about a book, you can feel enjoy to read a guide. In the modern eralike now, many ways to get book



that you just wanted.
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