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This first ever coverage of the pharmacokinetic and pharmacodynamic
characteristics of biopharmaceuticals meets the need for a comprehensive book in
this field. It spans all topics from lead identification right up to final-stage
clinical trials.
Following an introduction to the role of PK and PD in the development of
biotech drugs, the book goes on to cover the basics, including the
pharmacokinetics of peptides, monoclonal antibodies, antisense oligonucleotides,
as well as viral and non-viral gene delivery vectors. The second section discusses
such challenges and opportunities as pulmonary delivery of proteins and
peptides, and the delivery of oligonucleotides. The final section considers the
integration of PK and PD concepts into the biotech drug development plan,
taking as case studies the preclinical and clinical drug development of tasidotin,
as well as the examples of cetuximab and pegfilgrastim.
The result is vital reading for all pharmaceutical researchers.
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This first ever coverage of the pharmacokinetic and pharmacodynamic characteristics of biopharmaceuticals
meets the need for a comprehensive book in this field. It spans all topics from lead identification right up to
final-stage clinical trials.
Following an introduction to the role of PK and PD in the development of biotech drugs, the book goes on to
cover the basics, including the pharmacokinetics of peptides, monoclonal antibodies, antisense
oligonucleotides, as well as viral and non-viral gene delivery vectors. The second section discusses such
challenges and opportunities as pulmonary delivery of proteins and peptides, and the delivery of
oligonucleotides. The final section considers the integration of PK and PD concepts into the biotech drug
development plan, taking as case studies the preclinical and clinical drug development of tasidotin, as well as
the examples of cetuximab and pegfilgrastim.
The result is vital reading for all pharmaceutical researchers.
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Editorial Review

Review
"... There is an urgent need to understand the PK and PD characteristics of these different types of drugs.
This book meets that need. ..."
Anticancer Research

From the Back Cover
The characterization and optimization of pharmacokinetic properties and exposure-response relationships are
crucial parts in the drug development of biotechnologically-derived drug products. Until recently, our
understanding of pharmacokinetics and pharmacodynamics was limited to 'traditional' small-molecule, non-
biological drugs. Now, with the current boom in drugs based on biological molecules, such as proteins and
nucleotides, there is an urgent need to understand the pharmacokinetic and pharmacodynamic characteristics
of these very different types of drugs. This book meets that need.
Comprehensive in its coverage, it spans relevant topics from early phase drug development right up to late-
stage clinical trials. Following an introduction to the role of PK and PD in the development of biotech drugs,
the first section covers the basics, including the pharmacokinetics of peptides, monoclonal antibodies,
antisense oligonucleotides, as well as viral and non-viral gene delivery vectors. The second section discusses
challenges and opportunities in the pharmaceutical development of biologics, including issues related to
bioanalytical assays, bioequivalence and exposure-response assessments, as well as drug delivery. The final
section considers the integration of PK and PD concepts into the biotech drug development plan, taking as
case studies the preclinical and clinical drug development of tasidotin, as well as the examples set by
cetuximab and pegfilgrastim.
Vital reading for all pharmaceutical scientists working with biologics.

About the Author
Bernd Meibohm is an Associate Professor of Pharmaceutical Sciences at the College of Pharmacy of the
University of Tennessee Health Science Center, Memphis. He obtained his PhD from the University Carolo-
Wilhelmina in Braunschweig, Germany, and underwent postdoctoral training in clinical pharmacology at the
University of Florida, Gainesville. His research is focused on pharmacokinetics (PK), pharmacodynamics
(PD), and pharmacogenetics (PG) with special emphasis on PK/PD/PG correlations. Professor Meibohm is a
Fellow of the American College of Clinical Pharmacology (ACCP) and has received numerous awards,
including the 'Young Investigator Award in PK, PD and Drug Metabolism' from the American Association
of Pharmaceutical Scientists (AAPS) in 2000. He is currently serving as Section Editor for PK and PD for
the 'Journal of Clinical Pharmacology' and on the Editorial Boards of the 'Journal of Pediatric Pharmacology
and Therapeutics' and 'Die Pharmazie'.

Users Review

From reader reviews:

Anna Wright:

Inside other case, little men and women like to read book Pharmacokinetics and Pharmacodynamics of
Biotech Drugs: Principles and Case Studies in Drug Development. You can choose the best book if you like
reading a book. Provided that we know about how is important a book Pharmacokinetics and



Pharmacodynamics of Biotech Drugs: Principles and Case Studies in Drug Development. You can add
expertise and of course you can around the world by way of a book. Absolutely right, because from book you
can know everything! From your country until foreign or abroad you may be known. About simple issue
until wonderful thing you can know that. In this era, we can easily open a book or perhaps searching by
internet product. It is called e-book. You need to use it when you feel fed up to go to the library. Let's study.

Donald Dickens:

Book is to be different per grade. Book for children till adult are different content. As it is known to us that
book is very important for people. The book Pharmacokinetics and Pharmacodynamics of Biotech Drugs:
Principles and Case Studies in Drug Development seemed to be making you to know about other expertise
and of course you can take more information. It is quite advantages for you. The reserve Pharmacokinetics
and Pharmacodynamics of Biotech Drugs: Principles and Case Studies in Drug Development is not only
giving you more new information but also for being your friend when you really feel bored. You can spend
your spend time to read your guide. Try to make relationship using the book Pharmacokinetics and
Pharmacodynamics of Biotech Drugs: Principles and Case Studies in Drug Development. You never feel
lose out for everything if you read some books.

Ricardo Hempel:

Hey guys, do you wants to finds a new book to study? May be the book with the headline Pharmacokinetics
and Pharmacodynamics of Biotech Drugs: Principles and Case Studies in Drug Development suitable to
you? The particular book was written by renowned writer in this era. The actual book untitled
Pharmacokinetics and Pharmacodynamics of Biotech Drugs: Principles and Case Studies in Drug
Developmentis the one of several books that will everyone read now. This specific book was inspired a
number of people in the world. When you read this e-book you will enter the new age that you ever know
prior to. The author explained their plan in the simple way, and so all of people can easily to be aware of the
core of this guide. This book will give you a great deal of information about this world now. In order to see
the represented of the world within this book.

Jessica Harris:

Often the book Pharmacokinetics and Pharmacodynamics of Biotech Drugs: Principles and Case Studies in
Drug Development will bring that you the new experience of reading the book. The author style to describe
the idea is very unique. When you try to find new book you just read, this book very acceptable to you. The
book Pharmacokinetics and Pharmacodynamics of Biotech Drugs: Principles and Case Studies in Drug
Development is much recommended to you you just read. You can also get the e-book from your official
web site, so you can more easily to read the book.
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