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Mark P. Mathieu, Mark Mathieu, Mark P. Mathieu : Biologics Development: A Regulatory Overview  before 
purchasing it in order to gage whether or not it would be worth my time, and all praised Biologics Development: A 
Regulatory Overview: 

0 of 0 people found the following review helpful. Great bookBy Zhaohui LiIt is a great book and the shipment was 
very fast. Bought it as a gift for my friend and she loves it.

This publication is the only text on Biologics Development and Regulation in the Post-CBER/CDER Consolidation 
Era. Completely revised and updated to address the transfer of therapeutic biological products to CDER, this all-new 
edition provides the most comprehensive and up-to-date analysis of the FDA's emerging processes for regulating and 
approving biological products. Written by CDER and CBER officials and industry experts, Biologics Development: A 

http://f3db.com/pub/links.php?id=1882615670


Regulatory Overview offers an expansive examination of the FDA's regulation of biologic products, from preclinical 
testing to post-marketing regulatory requirements, and from user fees to electronic submissions. Better yet, this new 
text provides the first detailed look inside the re-invented FDA that will regulate and approve today's biological 
products.


