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Overview

A Problem with quality control of drugs
A What we can do (together?) to mitigate
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A Emerging guidance and regulations
I CGMP
I Contract manufacturing/outsourcing



Drug Administration www.fda.gov

ing and Promoting Public Health

Potential Gaps in Control

A The world has changed
I Globalization in production and distribution

I Understanding and reacting to new
problems

A Outsourced production
A New distribution issues

A More to understand
I Technology
I Processes



Number of Active Sites

Between 01 and 07, the Number of
Foreign Drug Sites Doubled
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Between 01 and 07, Foreign Drug
Products Doubled
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Manufacturers Increased 7 and 25 Fold



