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Global Approach in Safety Testing: ICH Guidelines Explained

Publication Date: 2013-02-08

Edited by Jan Willem van der Laan and Joseph J. DeGeorge

This volume considers one of International Conference on 
Harmonisation of Technical Requirements for Registration of 
Pharmaceuticals for Human Use's (ICH) major categories, 
safety, covering topics relating to in vitro and in vivo 
preclinical studies (carcinogenicity testing, genotoxicity 
testing, etc.). Since the start of the ICH process, many 
guidelines have been written, but in most cases there is a 
lack of awareness of the many issues that were addressed 

during the development of the consensus guidances. Further, just as it is 
important to understand what the guidances state, it is also important to 
understand the thoughts, debates, and intent of the experts involved, which are 
not included in the guidance documents. Why has the guideline been written as it 
is written, why are some topics ignored, and why have some initial guidance 
proposals been deleted? These and other related questions and answers are the 
contents of this book, written by experts who were directly involved in writing the 
ICH guidances that drive drug development today.

ISBN 978-1-4614-5950-7

Suggested List Price:
eBook: $111.75 (member); $149.00 (nonmember)
Hardcover: $141.75 (member); $189.00 (nonmember)

Order your copy today! 

AAPS Members—Sign in to view your 25% discount token here. Then go to the 
Springer website to order a copy using your token.
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