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Studies in bioequivalence are the commonly accepted method to demonstrate therapeutic equivalence
between two medicinal products. Savings in time and cost are substantial when using bioequivalence as an
established surrogate marker of therapeutic equivalence. For this reason the design, performance and
evaluation of bioequivalence studies have received major attention from academia, the pharmaceutical
industry and health authorities.

Bioequivalence Studies in Drug Development focuses on the planning, conducting, analysing and reporting
of bioequivalence studies, covering all aspects required by regulatory authorities. This text presents the
required statistical methods, and with an outstanding practical emphasis, demonstrates their applications
through numerous examples using real data from drug development.

Includes all the necessary pharmacokinetic background information.●

Presents parametric and nonparametric statistical techniques.●

Describes adequate methods for power and sample size determination.●

Includes appropriate presentation of results from bioequivalence studies.●

Provides a practical overview of the design and analysis of bioequivalence studies.●

Presents the recent developments in methodology, including population and individual bioequivalence.●

Reviews the regulatory guidelines for such studies, and the existing global discrepancies.●

Discusses the designs and analyses of drug-drug and food-drug interaction studies.●

Bioequivalence Studies in Drug Development is written in an accessible style that makes it ideal for
pharmaceutical scientists, clinical pharmacologists, and medical practitioners, as well as biometricians
working in the pharmaceutical industry. It will also be of great value for professionals from regulatory bodies
assessing bioequivalence studies.
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From reader reviews:

Clarence Liller:

Have you spare time for just a day? What do you do when you have more or little spare time? Sure, you can
choose the suitable activity with regard to spend your time. Any person spent their very own spare time to
take a stroll, shopping, or went to typically the Mall. How about open as well as read a book entitled
Bioequivalence Studies in Drug Development: Methods and Applications? Maybe it is to get best activity for
you. You realize beside you can spend your time along with your favorite's book, you can smarter than
before. Do you agree with their opinion or you have some other opinion?

Jack Young:

Information is provisions for those to get better life, information these days can get by anyone at everywhere.
The information can be a information or any news even restricted. What people must be consider if those
information which is inside the former life are difficult to be find than now could be taking seriously which
one works to believe or which one typically the resource are convinced. If you have the unstable resource
then you obtain it as your main information we will see huge disadvantage for you. All of those possibilities
will not happen within you if you take Bioequivalence Studies in Drug Development: Methods and
Applications as the daily resource information.

Rosa Flint:

Reading a reserve can be one of a lot of pastime that everyone in the world really likes. Do you like reading
book consequently. There are a lot of reasons why people enjoyed. First reading a e-book will give you a lot
of new info. When you read a book you will get new information since book is one of numerous ways to
share the information or perhaps their idea. Second, reading through a book will make a person more
imaginative. When you studying a book especially tale fantasy book the author will bring that you imagine
the story how the characters do it anything. Third, you are able to share your knowledge to other individuals.
When you read this Bioequivalence Studies in Drug Development: Methods and Applications, you can tells
your family, friends along with soon about yours guide. Your knowledge can inspire others, make them
reading a publication.

Keith Reese:

The book untitled Bioequivalence Studies in Drug Development: Methods and Applications is the book that
recommended to you you just read. You can see the quality of the publication content that will be shown to a
person. The language that writer use to explained their way of doing something is easily to understand. The
article writer was did a lot of exploration when write the book, to ensure the information that they share to
you is absolutely accurate. You also could possibly get the e-book of Bioequivalence Studies in Drug
Development: Methods and Applications from the publisher to make you considerably more enjoy free time.
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