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FOA INSPECTIONS

FDA required by law
io inspect food facilities

FDA periorms unannounced
inspections of food facilities

FDA records violations it
observes on a2 FORM 483

If commpamny fails o respond,
FDA issues a Warning Letter’

*FDA also has authority to immediately withdraw registration
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FOA INSPECTIONS

Nature of FDA Inspections
Is chanying drastically

THE
“FSMA AFFECT”

THE

"PATHOGEN PARADIGM”
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AFFECT

KNOW FDA LISTERIA CONTROL GUIDANCE

jmmmwym

F‘earnel

Iam Design, Cony iy on and Opura

« Require Raw Material Testing

* Require Ervironmental Monitoring

= Conduct Audits and Verification Activities

Finished Product Testing
FDA Recommends Testing:

T OT

« Verification Purposes
+ Periodic Testing
+ Sample for Lm

« Test and Hold
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*1,000,000 Human lsolates since 1998
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*1,000,000 Human lsolates since 1998
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FDA INSPECTIONS

INIRODUGHION
FAGILITY TOUR
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FAGILITY TOUR
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INIRODUGHION

FAGILITY TOUR

[FlA [REGOIRD RETER

EDRISWABZASTHON
(HIGH-INTENSITY-TESTING]
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[FlA [REGOIRD RETER

EDRISWABZASTHON
(HIGH-INTENSITY-TESTING]

INIRODUGHION

FAGILITY TOUR

TESTHNE RESTLrS REPORITED
PULSENET AND WES HNDINES
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FOA INSPECTIONS

INIRODUGHION
FAGILITY TOUR
FlR [REGORDS RETER]
EDMSWABASTHON

(HIGH-INTENSITY-TESTINGI

TESTING RESUITS REronTen | |_FOA FORM 483
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FDA INSPECTIONS

INTRODUEHION
FRAGILTY TOUR
FSIA RECORDS REWIEN
EDRISWNEERETHON
(HIGH-INTENSITY-TESTINGI =
TESTING RESUITS REpopTEn | | FOAFORMASS
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FDA INSPECTIONS

INIRODUGIION
FEILTY TOUR
SR RECORDS REVIEN
WRITTEN RESPONSE
RIS INENIHON
(HIGH-INTENSITY-TESTINGI =
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FDA INSPECTIONS

INIRODUGIION
FEILTY TOUR
SR RECORDS REVIEN
REPEAT ~3 VEARS
WRITTEN RESPONSE
RIS INENIHON
(HIGH-INTENSITY-TESTINGI =
TESTING RESUITS REpopTEn | | FOAFORMASS
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FOA INSPECTIONS

IIEODUETION
ALY TOUR
FSTIMRECORDSIREVIEN
REPEAT ~3 YEARS
WRITTEN RESPONSE
) STAE-I-TEON
(HIGH-INTENSITY-TESTINGI = +
TESTIIR GESUTS FraEven | | FOAFORMA83
PULSENET A0 WIES FIDIES
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FlR [REGORDS RETER]

EDMSWABASTHON
(HIGH-INTENSITY-TESTING]

INIRODUGHION

FAGILITY TOUR

REPEAT ~8 YEARS

TESTINE RESTIrS REPORTED

PULSENET AHD WES ANDINES

FDAFORM 483

———
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FOOD SAFETY
INVESTIGATION
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REPEAT ~8 YEARS
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FDAFORM 483
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FlR [REGORDS RETER]

EDMSWABASTHON
(HIGH-INTENSITY-TESTING]

INIRODUGHION

FAGILITY TOUR

REPEAT ~8 YEARS

TESTINE RESTIrS REPORTED

PULSENET AHD WES ANDINES

FDAFORM 483
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FlR [REGORDS RETER]

EDMSWABASTHON
(HIGH-INTENSITY-TESTING]

INIRODUGHION

FAGILITY TOUR

REPEAT ~8 YEARS

TESTINE RESTIrS REPORTED

PULSENET AHD WES ANDINES

FDAFORM 483
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FlR [REGORDS RETER]

EDMSWABASTHON
(HIGH-INTENSITY-TESTING]

INIRODUGHION

FAGILITY TOUR

REPEAT ~8 YEARS

TESTINE RESTIrS REPORTED

PULSENET AHD WES ANDINES

FDAFORM 483
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FACILITY CLOSURE

FOOD SAFETY
INVESTIGATION

FoodIndustry

COUNSEL LLC



acay, T
> B2 l
o/~ 2\
e P
SN £
AR =

ITRODTETION
== CRININAL CHARGES
FSI GEGORDS HEVIEW
REPEAT ~3 VEARS
WIRITTEN RESPONSE
P STAE-- TR0
(HIGH-INTENSITY-TESTINGI - +
TESTINE eSS fEpusren | | FUAFORMA83 | (
POLSELTET 500 TGS GIHES

FoodIndustry

COUNSEL LLC

——



— B




BEFORE — DURING — AFT

@ FoodIndustry e

COUNSEL LLC Direct Dial: 920.698.2561

stevens@foodmdustrycounselcom

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 ghven the mission of overhauling the safety of the nation's food
supply. The new FSMA regulations written by FDA are now coming into ffect, and the agency is now

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

investigators will conduct an onsite inspection of every food facility in the us.*

Here are FDA’s new enforcernent priovities during routine unannounced inspections.

(1) To carefully critique cach company’s written food safety programs and
werification 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.

[E)] To require recalls if the percentage of FDA samples testing positive for
Listeria Monocytogenes, Saimonelia or other pathogens exceeds FDA thresholds;

(4) 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 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

! The FDA employees performing these routine onsits are not to as “FDA .~ DUt rather
2s “FDA Investigators ~ The concern with this terminology is that some FDA Investigators may be more imciined to
find violations since their title presumes, in advance of any facility visit, that wiolations have already occurred
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IDENTIFY & MEETING SPACE
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ASSIGN DESIGNATED INDIWIDUALS
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PLETE PCOI TRAINING

[B i

FSPC A
CERTIFICATE OF TRAINING
You.‘lﬁl:.lglame
PSPCA Provamsivg Comusts far Wamman Food
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FINALIZE WRITTEN FOOD SAFETY SYSTEMS
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ENSURE EASE OF RECORDS ACGESS




PRE-INSPECTION CHECKLIST i/

MENT CORRECTIVE ACTIONS CORRECTLY

\f\/

“MICROBIOLOGICAL INDEPENDENGE”

3
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PRE-INSPECTION CHECKLIST §/]

UPDATE SANITATION FLASKLIGKTS
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REWIEW ALLERGEN CONTROLS

The Conseruensesoiasingle

Undeclared Allergen Event
USDA
i
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PRE-INSPECTION CHECKLIST §/]

DEVELOP A MICROBIOLOGICAL RETAIN SAMPLE POLICY
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DEVELOP A COMPANION SAMPLE POLIGY
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DEVELOP A COMPANION SAMPLE POLIGY
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DEWVELOP A “NO PHOTOGRAPHS" POLICY
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TR A TR SER VIO
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4040 North Centrsl Expressway, Suite 300

TX 75204 i
5 5235 Faxs (214) 253-5314

Information: . fda.gov/oc/ingustey )
o, Paul . sruse, cwo
Blue Bei) crem [3i0r & Biue meis ma

i
Brenhem, Tx s vrer

- inapecticn of yuu faciity They s inspectional

od do compliance 1f you have an objection regarding amn.
Soacrvacton. o have Sou

FDA repemsaats ety FOA o e adivees shove. 1 you have arny”
etions, phasss comtats FIOA o oo pleons Semmber S ebivens ehove

DuRING
OBSERVATION 1

Failure to manufacture foods under conditions and controls pecessary 10 minimize the potential for growth of
i

Spocifically,
mwmamm«-wﬁumrmmummmsuwuy
distributed into commerce, were ssmpled by your firm and Positive for Listeria monocytogencs.
Great Divide Bar (Bulk packagiog), manufactured on 1/12/15, lot 0112174, and distributed between 1/13/15 -
21018
= Chocolate Chip Country Cookie (Bulk Packaging), manufactured on 01/20/15, lot 0120174, and distributed
on 1/30/15, to undergo routine cleaning and overhauling of [EINEN) tine @l ©Ov
, 5

between 1720715 - 2/11/15.
your firm ceased
2/13/15. your firm notification from DSHS of your products positive for
operations on this line, your firm swabbed the [EIERLine [ifcquipment and found the following listeria positive swab »:
2/19/15, inside drain of the freezer tunnel (noa-food contact surface) of the [EIKER) tindill

2/21/15, the cutside drain of the freezer tunnel (noa-food contact surface) of the [ERNEN vin

©On 2/23/15, your firm resumed operations on thefSJIl) tincilj conti
3/6/15, and 3/915. After cach of these manufacturing days your firm performed
et bt -, -

LST /]

DEWVELOP A “DO NOT SIGN" POLICY

SEE REVERSE
OF THIS PAGE
INSPECTIONAT ORSERVATIONS

05/01 /2015
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PRE-INSPECTION CHECKLIST §/]

IDENTIFY A FOOD INDUSTRY LAWYER
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CONDUCT A MOCIK INSPECTION
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INSPECTION DAY CrECKLIST

ATTEMPT TO NEGOTIATE AREAS TO BE SAMPLED
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CAREFULLY DOCUMENT AREAS SAMPLED BY [FDA
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HOLD ANY PRODUGT THAT FDA SAMPLES
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INSPECTION DAY CHECKLIST

AGGRESSIWELY CLEAN AND SENITIZE ALL AREAS FDA SAMPLES
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INSPECTION DAY CHECKLIST

PROTECT YOUR RECORDS
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INSRECTION DAY CHECKLIST

NOT LEAVE INVESTIGATORS UNACCOMPANIED




INSPECTION DAY CRECK

NOT SIGN ANY STATER
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AFTER THE INSPECTION &/

TRt Ko o e ————— R
4040 North Central Expressway, Suite 300
palias.
213555355200 "Faxt 214y 253-5314
Induste formation: -fda.gov/oc/induser _
70: Paul W. Kruse, CEC
Blue Beil Creameries, L.e. [5ier 5 miue Bets na
Srenham, TX  77033-4413 [
de by the FDA . aring the inspect your faciliy. They ace.
e mbaion repoding o cumeticusn, & you bave rogarding an
action in response 10 an obeervetion, you my GSCuss the GbjeTIon OF
FDA at the address above. If you bave acxy

obscrvations, mod do mot reproscnt & fisal Agency
obscrvation, or Bave impleascnted. or plan 1 (mplemen:, corrective
FDA roprosentati submil thes
acations, ploase contact FDA at the plone msmber and addrens sbove

YOUR FirM we

DurING.
OBSERVATION 1
Failure to manufacture foods under conditions and controls pecessary 10 minimize the potential for growth of

%-un-n £/29/14 and 1/21/15 and subsequaestly
Listeria monocytogenes.

Spocifically,
The following lots of products, which were manufactured
distritrted loso comimerce, were sacnpied by your i snd &
+  Great Divide Bar (Bulk packaging), manufactured on 1/12/15, lot 0112174, and distributed between 1/13/15
271018
= Chocolate Chip Country Cookie (Bulk Packaging), manufactured on 01/20/15, lot 012017A, and distributed
between 1720/15 - 2/11/15.
Additionally, your firm ceased production on 1/30/15, wmmﬂudmwwm1wa_|m- On
2/13/15. your firm received notification from of your products positive for Listeria 10 resuming
operations on :wmmmmﬁmmmwmmmmwm-
= 2/19/15, inside drain of the freezer tunnel (noa-food contact surface) of the [EINEN) \indill
. 2721415, mmmdummw(wrwwm)mm-h-
to manufacture on 3/2/15, 3/3/15, 3/4/15, 3 /515,
sanitizing. Howvever,
bottom (Food

On 2/23/15, your firm resumed on ch R tincll
3/6/15, and 3/9/15. Am:nwo{m.-mn’-mmd-y:mh formed routine
Listeria m; positive Iin,intb
ing 3/9/15, the 0

on 3/9/15, your firm found
a-mqwodnl(hndaonun-&ns During
'A). However, the Sour Pop Apples (lot # 030917A) were never offs
|

contact surface) and in the underside
manufacturing Sour Pop Apples (1

|

|

|

SEE REVERSE
OF THIS PAGE
|EE =
n < Tavertigntes
et i as e P e et INSPECTIONAT ORSERVATIONS I
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TEALTIT AND WA SERvICE
R ————— R
Noxth Centrml Expressway, Suite 300 _03/16/201: 3

palias.
(214) s Fax: (214) 253-5314
0 -fda.gov/oc/induser

200
formation

To:  Paul w. Kruee, cEO
R
Blue Beil Creameries, L.p. |5301 & Biue meis ma
i
Brenhem, Tx 77033-4413 [ [
e by che FDA e oty Ty e tpectionat
a—-__.....‘...,...._,.._. ‘W you have s chjaction reparding e
ection in reaponee 10 am obecrvation. you ey discuse the cbjectionor |
DA 2 the sddrens sbures. 1 you have arxy

70d do mot reprosct a final Agency
Bave impicasonted. or pian (o (mplemens, cormective
‘subml ths

obecevasions,
Shacrvacion, o
FDA reprosentats
- tions, pheass comtact FDXA 5t (he phons aarsber and divecs sbove
. OBSERVATION 1
Failure to manuficrure fixods under conditians and controls pecessary 10 minimize the potential far growth of |
microorpanisms \
e EVIDENGE
Listeria monocytogencs

Specifically,
The following lots of products, which were manufactured
distributed mw.mnmpkdbyyvurhud

+  Great Divide Bar (Bulk packaging), manufactured on 1/12/15, lot 0112174, and distributed between 1/13/15
271018
= Chocolate Chip Country Cookie (Bulk Packaging), manufactured on 01/20/15, lot 012017A, and distributed
between 1720/15 - 2/11/15.

Additionally, your firm ceased production on 1/30/15, wmmﬂudmwwm1wa_|m- On
2/13/15, your firm received notification from of your products positive for Listeria monocytogenes. 10 resuming
operations on :wmmmmﬁmmmwmmmmwm-

2/19/15, inside drain of the freezer tunnel (noa-food contact surface) of the [ENNEN) tindill
2721415, mmmdummw(wrwwm)mm-h-

On 2/23/15, your firm resumed on ehTIER b 1o manufacture on 3/2/15, 3/3/15, 3/415, 3/51s,
3/6/15, and 3/9/15. Anunwo{m.-maf-mmd-pmh formed routine and sanitizing. Howvever,
Listeria m: positive i in thel bottom (Food
m(ﬁamn-h During 3/9/15, the| [
'A). However, the Sour Pop Apples (lot # 030917A) were never off

e —

on 3/9/15, your firm found
contact surface) and in the underside
manufacturing Sour Pop Apples (

ot Ly
s Tavestiostes
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TR e o s b ae cor s
93/16/2015 - 05/01/201

4040 North Central Expressway, Suite 300

s

alias. 75204
{218 283-5200 Fax:(214) 283-331 1682009
Industry Information: Ean. gevfonrsnamas

70: Paul W. Kruse, CEC

[5i0r & miue seti e

Blue Bell Creameries, L.P.
e

turer

T 77033-4a13 [

de by the FDA
i Go % ropresost & sk Ageacy Soosrmaton vogarding Yoo compiionse. I yoe beve s
immpicasoated. o plan W (rplEeent, COTECLive action ) rEsporee 10 a6

acations, ploase contact FDA at the plone msmber and addrens sbove

he objewct
FOA ot e adirens sheron. I you have oy

Zom oty They e tenpontionsd
% chjoutcn mgmeing =

tom or

DuRING. YOUR FirM we

OBSERVATION 1
Failure to manufacture foods under conditions and controls pecessary 10 minimize the potential for growth of
microorganisms

Specifically,

The following lots of products, which were manufactured
distributed into mw.mmp«abyywrhud

%‘tm £/29/14 and 1/21/15 and subsequaestly
Listeria monocytogenes

+  Great Divide Bar (Bulk packaging), masufactured on 1/12/15, lot 0112174, and distributed between 1/13/15 -

271015,

Chocolate Chip Country
betweea 1/20/15 - 2/11/15

Additionally,
2/13/15, your mmmuhu
lcquipment and

notification from
on this line, your firm swabbed the [EIEERLine|
*  2/19/15, inside drain of the freezer tunnel (noa-food contact surface) of the [EINEN) vindill

2/21/15, the cutside drain of the freezer tunnel (non-food contact surfce) of the [[EINEN vindil
to0 manufacture on 3/2/15, 3/3/1

On 2/23/15, your firm hn.mn.

3/6/15, and 3/9/15. wmdmwmd-nmh formed routine
on 3/9/15, your firm found Listeria me ve swabs y in the!
contact surface) and in the undeorside nqrn&-(ﬁndam-nn-ﬁnn During 3/4%15, the|
magufacturing Sour Pop Apples (i 'A). However, the Sour Pop Appl

and sanitizing. Howvever,
bottom (Food

Cookie (Bulk Packaging), manufactured on 01/20/15, lot 012017A, and distributed

your firm ceased production on 1/30/15, to undergo routine cleaning and overhanling of [EJNEN) inc il ©On
MONOCYIOPENES

Frioc 0 Cowuaing

S, 3/415, 3/51s,

RESPON
WELL $

les (lot # 030917A) were never off
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