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DEFARTMENT OF HEALTH AND IUMAN SERVICE

Jansary 6, 2012

To Whom It May Comcern,

Bandbrwan! Moghon

* Waod ad Drvg Advirink siim
Owrwgr Ot Oficn
WG 20 Dwwvves Fodnnd Covew
PO Pox 25080
0" Averne & Miping Soees
Dwmver, Colorado 802250087

Telephora:  200-236-2000
Fax 200-22-39%0

REFERENCED FIRM.
Jensen Farms

31 N. Cline Street
Granada, CO 51041
FEL 3008442043

This cover letter is writton %o provide informatson about the document entitied “Establishment nspection
Report™ (EIR) for the Envireomental Assessmeont (EA) conducted at Jensen Farms (FEE M008442043) on
September 22-23, 2011, This document was crcated as an EIR at my direction, which was an eor. The EA
was performed & an investigation and sot s part of an inspoction under the suthority of Section 704 of the
Federal Food, Drug, and Cosmetic Act. Subsequently, corrections were made to the document, incluoding

removal of the description as an “Establishanent

Report.™ The comrectad docesnent, dated

December 15, 2011, & now a memoraadum 10 the file of the EA conducted at Jensen Farms st Granada,

Colorada.

Respectfully,

"\ G

David L. Miser, Acting Director of lnvestigations Branch

Denver District




Decomber 15, 2011

Kathryn M, Mogen, CSO REFERENCED FIRM:

Jensen Farmss

Memorandum o the File on the Emvironmental Assessenent JIEN. Cline St

Granada, CO 81041

LaTouys M. Mitchell, District Disector M FF1: 3008442043
Via Darvid Miser, Actng DIB and via Beyan ). Love, SCSO

@ DEFARTMENT OF MEALTH AND MUMAN SERVIMCES
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1% evvieonmental sncsureent was condociod por drection of CFSAN s Coordniod Osthecsk Resposse Evalustion
(CORE) soam, DENDC havestigations llranch (115) snd Complance Beanch (CI1) in responis 50 an oo-going Setoria
ouftreak. The purpose of e errvironenettal Bvsessment Wis 16 Conduct & 100 Case Sna'ysis and determine ey possidle
routes of contamimation Sat could fead 1o 3 lateria cubreak s whole castaloupes o the farm . The errviromesental Iscasncnt
wies Conduotnd with the cooperation of the T on & vaduntary dasls. The Srm s co-ommed by derchers Eric . Jonsen and
Ryan D Joonen. Both owsers sgreod o participete in the enviconmental socsament with proesbies of comain conditions made
iudng shariag Information collectad, shang ssrpie rowls and imvolving the fom in a2y coafercece calh sogaeding e
sucaument aficr e conchnion of (i coait cvileston

The proviows spoction wan condeciad oa W10V1 | by & joie FOA Coloeade Department of Pablic Heslth and Brvirosssent
(CDOPHE) sonm. Darlag Oobs ooviesrmsontal sssesnent & sample of rew, whele castalospe was collected from Be Sy
wilk i cooler and five out of en comtaboupe tested were posdive for Lovor ki momocytupenes with PEGE matcdes wo the
cument outhoeak 's straks known an chater two. Thirtoen of thinty-cine crvromencntal swaln st were colicciod Sram e
TOm"s COtaloup POOIEsing ¢Qupanitet and suTounding wom were aae 1oend 10 D¢ Posit e for Linorw samex ) agvovs
with PROE msichen 1o B¢ corrent outbeoah s straing Knows o0 Chasters two, Sheoe and foue The immpection was Classifiod
OWT dae 1o B hgh namber of positive sample saalta. No FDA 413, oos wes sed. A fow GMP
TV s were vertaly Guinsn] wrh marageaest i ladiag the a acownsdation of det wd
mooded 1o be chessed, the poles maod 1 push castadoupes on e paching table 1he ends hat are nott
chewabie, and an employee wouring gloves wax woen Soaching her face and then touching the cantaloupes. Me Ryan Mnien,
Cocomnet, pramived coryoction 1o ol observation.

Continusd, Page Two
ENDORSEMENT
Dhate Jevanry 4,2012
becen Katheys M. Mogen, CSO a \[h"
Te DEN-DO Files / Thew: David L. Miser, Acting T8

The wareo of this Pavironenmsal Anewsment Hllow-up o Jonsen Faan cogarding S Liveria momocytogenes molt ictase
outhrenk is corglone and forwarded o DENDO Files Sx Jessen Faomn / Grsada, CO

ORIG: To DEN-DO Files (FEL 3008442047)



MEMORANDUM. Conmvand

Page2of 14
SUNRCT Memorandem 10 the File on the Eaviconmental Assessment

The curvent envioonmontal sssessmedt was condacsad oo W21 -0 by & teem of FDA, Colorado Dipemmcnt of
Agricaitars, sad COPHE persocnel. The tonen st i the evesiag on S0 1 snd o8 duy S2111 10 discuss pessile rouses of
contamiration and plan for the sncsreet. On $22/1 1 the toaen dividod it Broe growpn in order 1o sccomplind ol G
mevessary Saks One groug met with Mr. Ryan Jemsen to imterview him shout se-farm practices and pack-Hoess proceses.
Me. Kyae Jeswen sho scconpaniod the inferview group 0 the paciing hosse whers |9 coviroamental sarples were collecied
from the cantaloups processing lse sod urroending srca. Tex (L0) cantalioupes wore coliectod from the flem's walk-in cooler
0 wel Twe alher grosps colleosnd sevironmental samples 8 B Carlion Field i Carfton, CO licluding the Sollowisg 20
cantaloupes, 6100 mi water semplen, 14 drag vaabs, 5.1 quaet sodl samples and 3 asimal feces samples.

On 92111 B tesmm colecied 20 contaboupes from he New Ficld and conductnd an eovirommental svsesument o The fekd
A the chose of the macsumcet, the team indormed Mr. Uric Jomon that saeaple revalts would be shared with the fiem s soon
#5 poosibbe sosd that they weuld be nformad shortly of sy Sndings. Wy aho Sacumad O obsarvations mude ot the packing
bouse of S lime (hey were made s well m of e conclumion of the mascsament knlodieg the Sollowing
o The condensate draka Ree Som the obd cooler that danins osio the Mloor near th catalioupe processing loe and
contimacs 1o ren snder e proceusing lioe 1o fhe graved parking lot.

o Some arem on Be wed 10 wish and dry the Contaloupes appear bo Be comtraciod = 4 mareer (hat
I Cunable are stachod 15 the reetsl sl bars There were dosp crevices on fhe roller
bt mascrebiies
ADMINISTRATIVE DATA
trpected fem Jemsen Farms
Faxation: JIN Cline
Cranada, CO $1041
Phorw 7195170007
FAX
Malorg addroun 20E County Rd 305
Hally, CO BI0aT
Damos of fleld work: Lpadn IR Jpa S 1)
Dirys b the facliny: 2
Parscipants: Kattwyn M Mogen, Ixvesbgater

Due 9 the volentary satare of s ernvironemerttal socsunent, most FDA crodentiuls were ot Saplayed snd as FDA 482,
Notice of Inapecton was st issed. Form FDA 484, Recoipt for Samples, was lussed 20 Mr, Eric 8. Jensen, Co-owner & e
conchnion of the assessment. This wis 2 jout FDAStne environmental aisesament and the fellowing indhvaduaks
participened in e epvironmentsl awcsiment and wmple collectiont

Nama |Aowney Tt

Katheyn M Mogen FDA DEN-DO CS0. Lead Investguior
 Folx J Mamero FOA DEN-DO cs0

Edth M Gonzalez | FOA DEN-DO =3

Yracy § Duleenoy "FOA CFSAN Vetarnary Medxcal Offcer
James R Gorey FOACFSAN St Admor tor Prosuce
“Norman Fogg, Jr. | FDADOFI €S0

Morecith Bradbury | COPHE | Epdemciogat




. PL.AL
Caax VWisor
Mo~ Y omoort

Keih S " . f
» L% O .Y

. V] ' s &
. » ™ :
3 2 : .:bl.
. . l o (R 1 .
Doe FOA <~

ORDER OF EVENTS

¢ ot A
‘. » » » . 1
' - ¢

’ ‘l-‘ "l L - |

» b " iy ! -l »
» 9 » 2 » _
e the : :

3 forwa )
pex! AW ¢

ca SRETTE WAL ey :

Y
)
Wi










The soars than dwvided inio thess groaps 10 accomplad spectfic taaks the fellowing day. The Cirosps were divided as Sollows

Team A- Edith Goazalicz (lead), Tracy DuVernoy, Clack Wilsos (%22/11)

Toam It Fellx Marrero (ead), Noom Foge. Kon Newess, Maoredih BRradbary (9227 1)

Tesn C- Katheys Mogen (ead), Jim Goemy, Jeff McCollun, Sholla Merriweather, Miach Yergert (%22/11)
Toam D- Felix Mamvore (lead ), Tracy DuVernoy, Merodth Neadbary (W2V11)

Teown E- Katheyn Mogen (ead), Sheila Merriwesher, Clark Wik (%2311)

Towns A and B wine taskood with leading sampling tessn i the collesson of cantaloupes, witer, sod, deag swabs and sy

ofhcr Beens of istorent that they cbacrved. The loam leads et with Sl toaes aad discumed serile sampling tochmiques and
oquipmant neods. | was responnible for ioading 2 toam in s in-dopdh interview with Ryan Jomson, Co-omnor %0 discuss all on-
Larm andd pach howne operations i detall. The terview tosm met In Bhe aflernoos o8 21711 %0 review what information wa

nocded and 1o develop & wrategy for isterviewng the fiem.

The tomn aficeepted % hocate soree of e s fickds in Be aflersocn oa W21/ 0 see n overview of the lead and got
sorme predeninary information beforg the Sollowing dey, The team wan abls 1o Jocate one of the firms figkds (New Figid), bes
dud oot have enough poographic informeion 10 visit Cartion Field aad XY Freld on that duy

Pivoirommental Assersmens (hiy |

On 921711 Be leam met ot $he Jomscn's man office i Helly, OO Afer istroducon were made, e two sampling toasn
left with Eric Jonsem 10 bagin sample colicction at Carbos Ficld (soc Samples Collected) During the sample collesnion
Process, orveenmenial Mocsament odservation were made (see Emvirosmmestal Assessment) The isteryicw toem met with
Ryan Jomsen %o collect more information reganding on- feem peactions (soe Geseral Discussion with Masagemest) Afcr
conclading the mnorview, The interview wam coliected addtional samplos 2 B Srms packing howse (see Samples
Collected). The incrview leam also vished the XY Fiel 1o see the lapout of the field and determine if there were any
obvaouas routen of contamimation (we Eaviroamental Amewment).
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MEMORANTUM, Comtinend
Page 12l 14
o DEvidence of amimals was seen 00 and seoend the Neld inchading Suck, bind, covote, maocoon, walbes md arphibians
Both bed md coywie droppiags were cotioctod ead foursd negative for liieria

* A pood bordens the sowh sde of the Neld and is o1 & lower elevamion than the Seld. Water Boes the pood does st
enter e Beld. A seceed pond wan scon i a0 adjacert svergrosn property oo the Seld's cast uide, bat did noe
Appoar te Be & souroe of water sriering the feld

o Soil on the fichd sppearod ta by 3 heavy clay'sand mistare Suat wan vexy dry & 006 time of the feld assessment

o The ficld bs ierigated with well waler ebteiotd Boe one well There sre ievigation daches on all four xides of he
Feld, but water froem (hese dtchen iy intendod for sae on neartyy alfalfs Sclds. There was 00 evidence 1o sugpent St
waner fromn the rigaton doches ennered e field

o Ax agrcalunsd T locatod appesaimaiely ' maile nortest of the Neld receives s cars of reated sewege/ Windpe
from New York City for vz 00 agrcultursd fields. Whille the Carbion Field docs act ase Blesolbids, it wis ssssmsod
that buosalids are Sraneported alang Hwy, 50 and Caty. Rd. T2 10 ssach neurby fokds oo which i & feld spread
No evadensce of spllage on othar contaminman from tha source wam odserved

S L Iem—od) |

Ome acre noar e conter of e Scld was plantod with watermelon m obscrved by Norms Fogg, CS0, while 90 rest of e
Nald wan planted solily with cantaloupes. The wanermcions are ool snad forr porsonsd wse and Bhese was o evidonce of
farther dustribution.
o On the north wide of Boe Scld there was & wnall cow pes and pastare with goats 1 & daring B¢ anscsament. Cows
could be seen grasing in the Sutance. The fleld is located acroms aa Imigation $ch and & farm road. No moete of
Comtamration from this pasture o Bhe fekd was chwerved

o Dvidenco of animals was otnarved m and around S Sold mcaded seakies, sabbins and copotes. Deer had been
mperiod 0 (e arca, bot 00 cvidernce of door was seen during (he saconcrr. A stsic-munagod wildlide area s
locatod adjacont % the sostivwest sad souh persccton of the ficld

¢ Hurnan wanle and lotlet paper were observed by CSO Norm Fogg in o slage sves (appraximasely 100 fout from the
wall) 34 located o the oppesity sicke of the mad bordering the soueh porimenr of New Fuld

o Oue well ls wsod 50 food the dop brigation wywsem for this flcld, BackBow pravestion wes soon on the euther tat
feeds he wrigatam dich from the well

o One shallow pond was located on the south perimeter of the feld near the well The pond doos not appenr 20 be sl
for rigatihon nd 80 rowies of ontry 80 the Mield wese observed

o The sl sppeared %0 be o heuvy sandy Josn with falr dralnage.

*  No Dosolds wore applind te thin feld or Enown adjecent Nekds.

/A
i <

NO rowies of contamination were cinarved during (he Brief viakt sod drive sround the XY Ficld. There were twe wells {ondy
one of which wan viewsd by g team) The well wax ssed 1o foad the Snp brigasion sywiems in the cantalowpe Delds, but abse
fod Into he coment-lised vigation dach wed by other fiekds. No evidonce of aniemals o6 Be property wan obscrved by the
team. A river and nateral seve seousding the river Sorderad the sorthern edige of fae Sebd, bt wan o & Jower edevation and
woulkd neon be @ hazand 1o B fleld in Bood conditiom.

SAMPLES COLLECTED

O S22 1 the EA groop was Svided nto three sempling losm
febds and packing bowse & Mven Farma. N, [irc Joscon and ware presest throughout the sample
collection 8 Carbon Field Me. Kys Jerses otaabart, were pecient Swoughost the wrrplc
colloction =t the packing Sowe. The bllowing cemplen were colleciod by e tearme

3 wide varicty of saviroeenental samples be the

Team A Edah Gonsnles (Jead), Tracy DuVernoy, Clark Wiken
o INVGI2093. 20 camtalioupes collecind i & 7 pamern Bom the Carlion Field 10 suba were collected for
ensrmeration parposes and lon sebs were collectod for L. meno Mentification. The sebs wore snalyzed by DENGLAN
nd foumd to be segative



MEMORANDUM, Continaed
PC’ 3o 14
e INVHLIOM: 6100 sl winer sampios coliocned from vanoss locatsons om the Caron Fiel far L. meco
estification, incloding the Sollowing I sy froes the well sed 23 the solic waler source o the ficdd, | xob brom s
Urigation drig Bee, J sibs flom ax 0o-ke roscrvolr (anding water secrce) The sbs ware analyaed by DEN-LAN
nd foursd 10 be segaiive
e INVSIOPS: two subs of Bind foces collectad Droes e Carbon Fiedd for L. mono ot Nosten. The sebs wers
asahyred by DENLAR el fonrd 10 be sepatve

Toam 1) Felix Masvero (lead), Norm Fogg, Ken Newens, Mored ih Peadbery
o INVTILGET- 14 deag vwabs collected from the pereneter bordors and interior rows of the Carbion Field for L. mone
Mentifcation. The subs wars analyasd by DEN-LAR and found w0 be negative,
e INVTIIGES- | b of sidewfiod il oxcopes oodiectod from B¢ Carton Field The sampie wis aradyed vy
DENLAS sl found %0 e segative

o INVTIISES. K1 quart selts of 0ol coliectad Som varous locsons i the Carlios Field coliented fr L. mone
entiScation. The sub were ssalvired by DEN-LAB snd found 10 be nogative

Tooms C: Katvwyn Mogee (lead), Jen Goony, Minch Yergort, Sheda Merriwosthor, Jeff MoCollum

¢ INYTIMS: 1% oovieosmental sponge sands codlocted fom Dhe packiing eguipmment snd susounding erce of e
cestaloupe packing home n Grasade, OO for L. mono iontification. The sabs wore snadyaed by DEN-LAN
3ad foand w0 ho segative

o INVT 440 10 cantaloupey colleciod from fhe Srm s walk-in cooler &t e paciong house 0 Grasads, CO. The
COaloupes were 18 varous stages of Secomponinion as the cantaloupes had boen paciied on QR aed the
vovker had boen et of! due 10 2 power outage Sor = ienpecifiod snoost of time befase collection on 921
Collocapd for L. mono thontilcaton sad ensmerstion perposes. The sebs wore soalyaod dv DENLAD o
found 1o be ponitive for L. mono on § ot of 5 iesied. Theoe subs that were wiod for cssmerstion had resalits
showing > 14 MIPN (Mast Frodablc Nassbor), » 10 MI'™N sad > 11 MI'N

O D2V 1 e foliowing sampics were oalicciod Bom She New Fiekd B Jemmen and --xmm-n weore poesend
Mroughost e sarpling vt igasos st New 'wld

Team D Felx Marere (lead), Tracy DeVemey, Merodith Deadbury
o INVT11690- 10 cantalloupes collectod in 2“7 pafiors oo onc soction of the Noew Fiekd S cnumcration pasposes
The sabw wore analynod by DEN-LAN aad fosnd 10 3¢ negaane
o INYI1IO L unadentified st excrvta collectod by Noem Fogg S the New Field. The sample was ssalyaed by
DEN-LAD ad found 10 be negative

Toan I Ksthwyn Moges (lead), Sheta Mormegather, Clark Wilson
o INVTIMAE- 10 cantalospen collocted s o "2 patiorn on oac soction of the New Field for L. mone Memtification
The wubn were snadyzod by DEN-LAR sd found o de negative

YOLUNTARY CORRECTIONS

A rvalion was Sacumcd verbally with M Jomses during the mpection on N1 | regardey the aoed for clemning oa
e ooy On W11 1 wan gbaerved thae O M had dsmantiod the Srier on D cantaloupe prodess
e dncarded oliers Al ogepeenl on [he Cantisloupe provcising lse bad boen cloened sad senritizod with

Mydrochioric sanituner, acconding o Me Jamce

ADDITIONAL INFORMATION

) |

The comvernation wam
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_uxﬂl hat he ook the agepencet back to b Gaciiny, clcancd Bhom, sepiaced any parts hat nooded repiscimg and

ol the oquipmont 20 Jnan Farmw on or around B second week of Juldy 2011 15 stated that B bl ropiaced B brunbes o1
bt sl et he
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docide The ogapmert wan not sodd with aery mancals 10 Isruct 15 War In proper maistesance ' aning metods
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Katheyn M. Mogen, CSO
Derver Distnet Office

EXHIBITS

CDR contalning ongeal phos _.u;hf'ncuu-x.‘ur, beow days of the mvevesssreal avossrere (971711

QIR Ofcidd FOA sealod and oniined n FDA $2

ATTACHMENTS

¢  FDA €34 Recepn for Semplen, signed by End S, Jossen, Oweer en 92311

. FDA 3515 Farm Ouestionraire, commpietad by Shaths Montaeather of CFSAN, revirwed and edied by prpsedl

O icTview lcam



