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Avoiding FDA and DOJ Criminal Liability
for Routine Food Safety Failures
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WHAT IS THE RISK THAT YOUR COMPANY WILL BE
INVOLVED IN A REGALL IN THE NEXT 24 MONTRHS?
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THE THEME OF EVOLVING INDUSTRY EXPOSURE
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THE FOOD SAFETY REWOLUTION
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MANDATORY REPORTING AND PULSENET
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REPORTABLE FOOD REGISTRY
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THE AGE OF THE REGRALLS
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THE FDA'S RESPONSE

TO OVERHAUL THE SAFTEY OF THE U.S. FOOD SUPPLY
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“THEY'RE COMING..."
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FOOD SAFETY MODERNIZATION ACT
RULES AND REGULATIONS
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THE FDA

FDAWAR ON PATHOGENS — HOW
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ROTECT YOUR COMPANY
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DA Response and Criminalization of foodbome lliness
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THE HUMAN ILLNESS STANDARD
NEW ENFORCEMENT POLICY
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VR DA RECORDS ACCESS

li FDA helieves that there is a reasonable probability that
the use of or exposure to la productl will cause serious
adverse health consequences or death...
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VR DA RECORDS ACCESS

. then FDA shall have access to
the records that are needed
to assist FDA in determining whether there is a reasonable
probability that the use of or exposure to la productl will
cause serious adverse health consequences or death.
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NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY

\'/

General 6 (o2
Mills I {CAFE a\;};ﬂm
4//———\“7

oo




NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY

PARK
DOCTRINE
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NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY

PARK
DOCTRINE

(1) You are aware of a condition that could lead to product contamination;
(2) you are in a position to correct or eliminate the condition; and
(3) you fail to correct or eliminate the condition.

MISDEMEANOR $290,000
CHARGE 1YEAR IN PRISON
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NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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NEW CONSEQUENGES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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WHAT CAN YOUDO TO
PROTECT YOURSELF AND YOUR COMPANY2
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“PLAY FDR FOR A DAY”

GCONDUCT YOUR OWN MICROBIOLOGIGCAL PROFILING
OF ZONE 3 AND ZONE 4 ARERS
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USE RESULTS TO PROTECT YOUR COMPANY

SEEK AND DESTROY HARBORRAGES

DEVELOP ADDITIONAL INTERVENTIONS
REFINE MONITORING LOCATIONS AND FREQUENCY
GAIN AN ENHANGED LEVEL OF SECURITY
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KNOW YOUR SUPPLIERS
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HOW ARE YOU SAMPLINGD
WHEN ARE YOU SAMPLING?
WHERE ARE YOU SAMPLINGD
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FDA INSPECTION CHECKLIST
What to do Before, During, and After Your Next FDA Inspection

INTRODUCTION

Food Industry Counsel, LLC is pleased to provide you with the most comprehensive and useful
FDA Inspection Checklist available. With the passage of the Food Safety Modernization Act (FSMA), the
Food and Drug Administration (FDA) was given the mission of overhauling the safety of the nation’s food
supply. The new FSMA regulations written by FDA are now coming into effect, and the agency is now
aggressively enforcing its new rules during routine inspections. Within the coming years, FDA
Investigators will conduct an onsite inspection of every food facility in the U.S

Here are FDA’s new enforcement priorities during routine unannounced inspections.

1) To carefully critique each company’s written food safety programs and
verification records to ensure they are compliant with the new FSMA requirements;

@ To conduct extensive Zone 1, Zone 2, Zone 3 and Zone 4 microbiological
sampling inside all food facilities to find evidence of pathogenic contamination;

3) To require recalls if the percentage of FDA samples testing positive for
Listeria Monocytogenes, Salmonella or other pathogens exceeds FDA thresholds;

(@) To compare the DNA fingerprints of any pathogens found in the facility
against the >1,000,000 human isolates stored in the CDC’s PulseNet database to identify
any matches, and then require food product recalls if any matches are found; and

(s) To initiate broader investigations, including criminal investigations,
against food companies whose products are found to have caused human illness.

Against this backdrop, all companies should begin taking steps to prepare for their next FDA inspection
Companies can use the following checklists to ensure that they have completed the needed preparations
before the FDA Investigators arrive, to help effectively navigate the inspection process once the inspection
is underway, and to appropriately respond to any FDA criticisms once the FDA inspection concludes.

i The FDA employees performing these routine onsite are not to as “FDA " but rather
as “FDA - Th with this is that some FDA Investigators may be more inclined to
find violations since their title presumes, in advance of any facility visit, that violations have already occurred
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REWIEW THE FDR INSPECTION CHECKLIST
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