
Recalls, Warning Letters & 
Enforcement Actions

FDA tools for compliance; trends in 
enforcement and brand impact



Before FDA Comes

• Guidances

• Letters

• Rules











After FDA Comes

• 483 and exit interview

• Warning Letters

• Recalls

• Justice Department

























Trends

• ALLERGENS

• ALLERGENS

• ALLERGENS



Trends

• Claims



Helping Yourself

• Relationships

– Organizations

– Networking

• Attitudes

– Cooperative
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