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When the Government Gomes Knocking:
now Pathoyens in @ Food Facily
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WHAT IS THE RISK THAT YOUR COMPANY WILL BE
INVOLVED IN A RECALL IN THE NEKT 24 MONTHS?
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THE FOOD SAFETY REVOLUTION
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NEW FOOD SAFETY STANDARDS

“ ling Instructions

1frominspected andpassed meatand/

ducts may contain bacteria that could
‘is mishandledor cooked improperly.
these safe handling instructions.

1 or frozen.
~ tor or microwave.

d poultry separate from other focds.
rfaces (including cutting boards),
s after touching raw meat or poultry.

Refrigerate leftovers
rd.
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MANDATORY REPORTING AND PULSENET
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REPORTABLE FOOD REGISTRY
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1.3
‘ ’.""




o y

7 e SN
7 “>1000,000 uusuﬁn!im
Isolates Reported to PulseNet USA, -
1996-2012

0 Human B Food/Animal/Enwironment

| | TNS ﬁm b ttifttieee

T I YT YT IIIT "TTTTTTNTT

5 FoodIndustry




THE GOVERNMENT'S RESPONSE
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FOOD SAFETY MODERNIZATION ACT
RULES AND REGULATIONS

£ 2\

imacstii



T

T -
IEREX RERXEEEN

FOAWAR ON PATHOGENS ~

ationsl Focdbarne \finess Database

\ 1n the 10905, following 3 pigh protile foodborne inczs outhreak on the \West Coask, the nationd
government \mplamented 3 Sy of mandatory repontied for heatheara providers wheneve! &

\ et v cultured positive for a foodborm® livess. For nearky Lwo decades, i each of U CaseS:
1ha government nducted testing 10 (dentity the speciic gonetic DNA strai of the micleorganis™

neking peoplesick and et uploaded the ONA signature into @ ation sl datatise ¢l et pubsetieL. Whik

\ s system has alowed the government £ solve many high profie outbreaks

(inking Consumes " ickoned by  pathosen sha7 ag & common DNA 738 10 2 single food prodt

dgistributing foods that e contaminated with pathogens and

FDA Response and Criminalization of Foodborme Winess

(FDA) was directed by Congress t© overhaul the safety of the nat onal food suPHY and to decredse the

aumbers of o2 o

\ yvith the passage of (M Food Safety Modetnization A (FSMA), the Food and Diug AdmaisUE

Aing to finaliz

writton food 5310V programs. In adsitond! 1o these ctforts, FOARY sloo become increasingY aggressve
et of poiicy InHiatyes

\ agency has been WO

n 2 eRUIAOY enforcpment activitias: The agancy has a60 adopted a

\ eate additional and unprecedented (K 3t 4 expasure for 3l food €O

o making American cOTSIMET: ik

nc ilinasses 3nd outbroaks. Since™e Actwassigned bY presidant Obama 0 0.

now regulations reuirin food companies 1 develop comprehers¥e

vast majority of foodbome (finesses uploaded into the pulseNet database semain unsolved: what this

means s that there are 2 Jarge number of fecd companies that have beet unknowingly processing and

aion

whith

\ \Within the naxt the yoars, FOA will vt and ispect every so0d tacilRy in the naion To tackt

15 goal of preventing the Sstritution of contar nated foads, FDA'S W palicy is to conduct oxtonsve
microtioogical protling \nside ot allfood 2l uring routine veis- W (i conducting thes

agancy will mxectt wab-a-thons, cotecting more than a hundred camples from each

L food facility and \hen testing those samples for pathogers such as Listend sAonocytogenes o Salrnonelio.
\ o company wil be \mmurc‘cm\hns:mnh;or Scrutny.

1 the FDA finds @ pSiTNE <arnple, FOA il {mmedistely compet® (he DNA from tha! sanple

agairst the pubentet patabsse. the DNA matches 3 stra®t that made someone sk during the 135t 20

years, thaFoA W presume that the ness [or, linesses) we'® cauzed by a prodict gistributed trom that

facility, and maY TERFS the company to iniate & recall and lhely €€ operations vt the
contamination & \sclated and climinated: 1 30dition, Dacause the company's rocucts caused 30
siminal investigation » conperation of the US

cA wil launch (8 P o it naw policy InaiatNe

pepartment of Justice againstthe: company. seeking all emat s, documents and records rolating in any WaY

\ <0 the plant operatiors nd satety of the podit Unger FDA leaal candards, when 3 foodbor® @ iIness
esults, & company exective or managet can be changed criminally, Ve \nough he or she did not Know
they were seling 3 contany nated product: Each charge &3 esuptod 53t fine and ayearin prson.
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THE HUMAN ILLNESS STANDARD

ETOUITINESE



THE FDA “SWAB-A-THON”
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NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY

FoodIndustry

COUNSEL LLC




NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY

PARK
DOCTRINE
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NEW CONSEQUENCES 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 $250,000
CHARGE 1YEAR IN PRISON
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NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY

WHAT MATTERS MOST TO FDA / DOJ?




NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY

WHAT MATTERS MOST TO FDA / DOJ2
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NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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NEW CONSEQUENCES FOR NONCOMPLIANGE
PERSONAL LIABILITY
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WHAT CAN INDUSTRY DO TO
PROTECT ITSELF2
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“PLAY FDA FOR A DAY
CONDUCT MICROBIOLOGICAL PROFILING
OF ZONE 3 AND ZONE 4 AREAS
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HOW ARE YOU SAMPLING?
WHEN ARE YOU SAMPLING?
WHERE ARE YOU SAMPLINGD
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“ROOT CAUSE" v. “ROOT SOURCE"
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TEvENS.
FDA Consultant/Attorney

irect Dial: 920.698.2561
stevensefoodindustrycounsel.com

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 Modemnization 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

agEressively enforcing its new rules during routine inspections. Within the coming vears. FDA

will conduct an onsite of every food facility in the U.S.*

Here are FDA’s pew enforcement priorities during routine unannounced inspections
(&%) To carefully critique each company’s written food safety programs and
verification records to ensure they are compliant with the new FSMA requirements;

2. To conduct extensive Zone 1, Zone 2, Zone 3 and Zone 4 microbiological
sampling inside all food facilities to fin: i of path, i inati

3) To require recalls if the percentage of FDA samples testing positive for
Listeria Monocytogenes, Salmonelia 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 iliness

Against this backdrop, all companics 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.

! The FDA employees performing these routine onsite inspections are not referred to as “FDA Inspectors,” but rather
as “FDA The

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.

www foodindustrycounsel .com

Page 10f 6

REWIEW THE FDA INSPECTION CHECKLIST
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READY TO EAT

READY TO PREPARE
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RECONDITIONING
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WORDS T0 LIVE BY
WHAT WOULD 12 JURORS THINK:
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