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"The goal is to provide a comprehensive reference book for the preclinicaldiscovery and development
scientist whose responsibilities span target identification, lead candidate selection, pharmacokinetics,
pharmacology, and toxicology, and for regulatory scientists whose responsibilities include the evaluation of
novel therapies."
—From the Afterword by Anthony D. Dayan

Proper preclinical safety evaluation can improve the predictive value, lessen the time and cost of launching
new biopharmaceuticals, and speed potentially lifesaving drugs to market. This guide covers topics ranging
from lead candidate selection to establishing proof of concept and toxicity testing to the selection of the first
human doses. With chapters contributed by experts in their specific areas, Preclinical Safety Evaluation of
Biopharmaceuticals: A Science-Based Approach to Facilitating Clinical Trials:

Includes an overview of biopharmaceuticals with information on regulation and methods of production●

Discusses the principles of ICH S6 and their implementation in the U.S., Europe, and Japan●

Covers current practices in preclinical development and includes a comparison of safety assessments for●

small molecules with those for biopharmaceuticals
Addresses all aspects of the preclinical evaluation process, including: the selection of relevant species;●

safety/toxicity endpoints; specific considerations based upon class; and practical considerations in the
design, implementation, and analysis of biopharmaceuticals
Covers transitioning from preclinical development to clinical trials●

This is a hands-on, straightforward reference for professionals involved in preclinical drug development,
including scientists, toxicologists, project managers, consultants, and regulatory personnel.
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From reader reviews:

Lorraine Briggs:

As people who live in often the modest era should be change about what going on or info even knowledge to
make these individuals keep up with the era which is always change and advance. Some of you maybe will
probably update themselves by looking at books. It is a good choice for you but the problems coming to you
is you don't know what one you should start with. This Preclinical Safety Evaluation of Biopharmaceuticals:
A Science-Based Approach to Facilitating Clinical Trials is our recommendation to cause you to keep up
with the world. Why, as this book serves what you want and want in this era.

Maryann Goldberg:

In this era globalization it is important to someone to find information. The information will make a
professional understand the condition of the world. The condition of the world makes the information much
easier to share. You can find a lot of sources to get information example: internet, newspaper, book, and
soon. You can see that now, a lot of publisher that print many kinds of book. The actual book that
recommended to you personally is Preclinical Safety Evaluation of Biopharmaceuticals: A Science-Based
Approach to Facilitating Clinical Trials this book consist a lot of the information with the condition of this
world now. This book was represented how can the world has grown up. The dialect styles that writer require
to explain it is easy to understand. The actual writer made some study when he makes this book. Here is why
this book appropriate all of you.

Jessica Jones:

You will get this Preclinical Safety Evaluation of Biopharmaceuticals: A Science-Based Approach to
Facilitating Clinical Trials by visit the bookstore or Mall. Simply viewing or reviewing it might to be your
solve trouble if you get difficulties on your knowledge. Kinds of this guide are various. Not only through
written or printed but additionally can you enjoy this book by e-book. In the modern era including now, you
just looking from your mobile phone and searching what your problem. Right now, choose your personal
ways to get more information about your guide. It is most important to arrange yourself to make your
knowledge are still revise. Let's try to choose appropriate ways for you.

Pamela Eckert:

Guide is one of source of understanding. We can add our know-how from it. Not only for students but native
or citizen require book to know the update information of year to be able to year. As we know those ebooks
have many advantages. Beside we add our knowledge, can also bring us to around the world. With the book
Preclinical Safety Evaluation of Biopharmaceuticals: A Science-Based Approach to Facilitating Clinical
Trials we can consider more advantage. Don't one to be creative people? To be creative person must love to
read a book. Only choose the best book that suited with your aim. Don't end up being doubt to change your
life by this book Preclinical Safety Evaluation of Biopharmaceuticals: A Science-Based Approach to



Facilitating Clinical Trials. You can more pleasing than now.
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