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This book gives an integrated view 
of how the International Conference 
on Harmonization (ICH) guidelines 
inform drug development strategic 
planning and decision-making as 
well as the impact on marketed 
products -- written by expert 
practitioners with good in-depth 
knowledge of this field.

●● Examines the implications 
and practical implementation 
of International Conference on 
Harmonization (ICH) quality topics

●● Provides valuable insights into 
interpreting and implementing 
programs to comply with the ICH 
quality guidelines

●● Gives an integrated view of 
how the guidelines inform drug 
development strategic planning 
and decision-making, as well as 
the impact on marketed products

●● Features chapters by authors 
involved in generating the 
guidelines and with experience 
of implementing them
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