Ineffective SOPs are Cause of

—DA 4383S

As the levels of complexity in quality control have risen, so have the number of FDA citations, warning letters, and
consent decrees. The number of Pharma companies that have received warning letters, or that are under consent
decrees, indicates that poorly structured SOPs are a significant problem in the industry.
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The FDA is recording a record-breaking pace for 483’s:
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Finding a new way to look at a challenge
may be the key to finding an effective way to address it.
See how to overcome the dangers of incorrect SOPs.
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