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FORM 483

What is Form 4832

- Observations after an Inspection.

What Triggers an Inspection’
U Periodic Inspections

 Outbreak Investigation

- What is it2..

d Report to agement ‘)
. U Inspector’s Observations

- |




FORM 483 Trends

Nearly 10,000 Issued in 2010.
Over 10,000 expected for 2011
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FORM 483 Trends
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WHAT DOES IT MEAN?

Implications?

(] Observations after an Inspection
] Establishment Inspection Report
Response Time

15 Days



WARNING LETTER

What is a Warning Letter?

O Higher Level of Review

(] Meant to Achieve Voluntary Compliance
[ Establishes Prior Notice

What Triggers it?

[ Significant Violations
1 Improper Response to Form 483
] Late Response to Form 483
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FSMA -

 Increased Frequency
 Risk Based
 High Risk Facility
1 High Risk Foods
1 Re-inspection Fees



Marc’s legal and operational knowledge of the food
safety arena bring him to the top of the field in

supporting food producers...”

Andy Moreno, Microbiological Surveillance Engineer and host of AME Food
Testing Radio Show

QUESTIONS?

msanchez @fdaatty.com
www.foodct.com
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Marc’s legal and operational knowledge of the food
safety arena bring him to the top of the field in

supporting food producers...”

Andy Moreno, Microbiological Surveillance Engineer and host of AME Food
Testing Radio Show

GET IN TOUCH
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