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From Practising Law Institute (PLI) : Pharmaceutical Compliance and Enforcement Answer Book 2015  before 
purchasing it in order to gage whether or not it would be worth my time, and all praised Pharmaceutical Compliance 
and Enforcement Answer Book 2015: 

Pharmaceutical Compliance and Enforcement Answer Book 2015 provides a comprehensive overview of the 
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regulatory issues faced by the different participants in the pharmaceutical industry. In an easy QA format, 
Pharmaceutical Compliance and Enforcement Answer Book 2015 describes:The FDAs authority and potential actions 
to regulate prescription drugs and biologics both before and after approval by the agencyA facilitys rights and 
compliance obligations during an inspection by the agencyHow to best evaluate a companys potential of being in 
violation and what to do to mitigate those risksWhat advertising and promotion of prescription drugs is permittedHow 
product liability issues overlap with FDA enforcement initiativesWhen criminal prosecution is used as part of the 
regulatory enforcement effortFilled with practical suggestions, Pharmaceutical Compliance and Enforcement Answer 
Book 2015 provides the attorney and his or her clients with a roadmap to effective compliance with FDA 
pharmaceutical regulations.


