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Upited States Food Safety Districy Enforcement Dperan]gns
Departrment of and Inspection 665 South Broadway, Swie B.
Ag'icultme Service ) Boulder, Colorado 3_0305 :

 CERTIFIED ~ RETURN RECEIFT
REQUESTED & FACSIMILE

Tuly 18, 2002

Mr. Warren Mirtsching

Vice President Quality Assurance & Food Safety
ConAgra Beef Company, Est. 963

One ConApra Drive

Greeley, Colorado 80634

NOTICE OF INTENDED ENFORCEMENT

Dear Mr. Mirtsching,

This serves a5 official potification by the Food Safety and Inspection Service (FSIS) of our imtent
to withhold the marks of inspection and mspend the essignmnent of inspectors at ConApra Besf
C.ompany, Est. 969, Greeley, Colorado. 'I'hls notification is based on the following m.fu::uaﬂon.

EA.CK.GRQUND

On May 14, 2002, a Food Safety and Inspection Service (FSIS) rouline monitoring sample of
raw ground beef was confirmed as positive for E, coli Q157:H?. The sample was collected May
9, 2002 at Est. 6475, Galligan ‘Wholesale Meats, Denver, Colorade. Raw materials for
production of ground becf by Establishment 6475 oo May 9, 2002 were Fom mmltiple suppliers,

" ope of which was Est. 969, ConAgra Besf Company, Greeley, Colorado. In accordance with
agency policy, FSIS initiated follow-up testing of 15 consecutive days of ground beef production
at Bst. 6475. Samples collected on June 12, 2002, aud Juns 14, 2002, were confirmed positive |
for E. coli 0157:H7. Establishment 6475 provided information indicating thet the souree of rew
materials for ground beef produstion on Jime 12, 2002, and June 14, 2002, 'was product produced
May 31, 2002, by Bst. 969, It was unclear at that ime whether raw materials from other sources
bad aleo besn meorporated into provnd beef production on those dates. Thereafter, on June 19,
2002, a FSIS Complisnce Officer located fwo boxes of Est. 969 frozen grovmd beef chubs with a
produetion date of May 31, 2002, and Sell/Fresze by date of /18 in a freszer ar Est 6475. On
Tune 24, 2002, the Compliance Officer collected and submitted a 10 pound intact chub from each
box to the FSIS Westemn Laboratory in Alameda, CA for microbiological analysis for E. colt
0157:H7. On June 29, 2002, the samples were confiimed positive for E. coli 0157:H7. Based
on thess laboratory findings, on Jume 30, 2002, Est. 969 initiated a voluntery recall of 354,200
pounde of ground besf produesd on May 21, 2002,

On July 10, 2002, the Celorada Departrnent of Public Hezlth and Envitomment (CDPHE)
notifisd the Centers for Disease Conirol and Prevention (CDC) of a eInster of 18 enlture-
confirmed cases of E. eoli O157:H7 infections possibly related to recalled ground beef. This
inclnded two cases of hemolytic uremis syndrome (HUS). In agdition, two cases of HUS among
patients without culture-tonfitmed infection were reported. Twelve of the patient isolates were
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indistinguishable when subtyped with PFGE (Pulss Field Gel Electrophoresis). Isolates matched
by two PEGE resinictive enzymes. Dates of lilness onset ranged from June 14 to July 5, 2002,
Patients ranged in age from 2 — 72 years (median 16 years). Cases were distxibuted throughout
the state, from at Ieast nmine different counties.

Ey July 12, 2002, CDPHE determined that a total of 17 patient isolates had indistingnichable
PFGE pattermns. Epidemiological cace interviews found that 17 of 18 patients reported
purchasing ground beef from the same grocery store chain. CDPHE review of grinding logs
fiom the grocery store chain indicated that ground beef repackaged by the grocery chain was
from Eet. 969, with a production date of May 31, 2002,

Based upon epidemiological evidence snggesting a potentia] asgociation between consuming
ground beef produced at Est 960 on May 31, 2002, and K. coli OI57:H7 illness, FSIS
commenced an in<plant public health investigation on Monday, July 15, 2002, at Est. 969,
ConAgra Beef Company, Greeley, Colorado. '

The in-plant public health investigation sought to determine the following:;

¥ Are establisirment Hazard Analysis Critical Control Point (HHACCP) systems, Samitation
Standard Operating Procedures (SSOP), and other establishment process controls adequate to
prevent adolterated product from entering commerce?

¥ Doms future praduction at this estsblishment pose a publie health rick to eonsumers pivan
current mannfacturing prachees at this facility?

On Monday, July 15, 2002, PFGE patterns from Colorado patient isolates in this ontbresk were
found te be indistinguishable from PFGE isolates of Est. 569 ground beef produced May 31,
2002, Ar least three additional cages of B, eolf O757;H7 in two states (two cases in Arkansae!
one in California) are potentially associzied epidemiologically with consumption nf Est, 969
ground beef prodoced on May 31, 2002, PFGE fesults ars net yet available,

REVIEW FINDINGS

Rased on the team’s findings, FSIS has reason to belisve that the desipn, execution apd
eilegtiveness of your firm's HACCP and SSOP systems are not aﬂ?c?\%émﬁt the
production mmd shipment of adulterated products. The team®s assessment and findings were
discussed in detail with yon and other ConAgra officials at the exit meeting held today, July 18,
2002. To further assist ConAgra in sppropriately addressing thiz matter, a description of the
team’s findings that form the bases for ispuance of this NOIE zre 2s follows:

The decigion to institute enforcement action is based on fallure to comply with the following
requitements; 9 CFR 417.2; 417.3(b); 417.4(a)2); 417.4(e)X3); 417.5(2)2); 416.12; and 416.14.
Section 417.4(a)(3) requires that cyery establishment reassess the adequary of the HACCP plan
at least annually and whenever zuy changes oscur that could affect the hazard analysis or altar
the HACCP plan. The regulations require thaf such a reassessment be performed by an individual
trained m accordance with Section 417.7. The HACCP plan shall be modified inymediately or
?;_]:‘l;;?;t & reassessment reveals that the plan no longer meests the requirements of Section,

w=l)e N )
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The FSIS review found evidence that these requirements were not being met.

Specifically, during the wesks of May 20, 2002, through May 21, 2002; June 3, 2002, and June
7. 2002; June 10, 2002, and June 14, 2002; June 17, 2002, and June 21, 2002; and June 24, 2002,
and June 29, 2002, the establishment recejved 33 pogitive E, col 0157:H7 og trim meat materjals
produced at Estmblishment 989. For each posiiive E. cofi O157:H7 fnding in trim meat
materials, the establishment treated this as an unforesecn hazard,

Establishment 969 based this on the premise that their HACCP plans for slanpghter, fabrication
and ground beef 21l identify £.coli 0157:H7 as a food safety hazard, which mnst be controlled for
each process. However, even thongh the 33 positive 0157;H7 trim results were considered an
imforeseen hazard, they did not result in any modification to the FTACCP plan when it was
revealed throngh thess results that the plan no longer met the requirements of See, 4172(c) of
this part, In reviewing the Unforeseen Hazard-HACCP/SSOP Reassessment Log for Est. 969
Slaughter HACCP Plan records docnmented for May 27, 2002, through May 31, 2002; June 3,
2002, and June 7,2002; June 10, 2002, and Tune 14, 2002; June 17, 2002, and June 21, 2002; and
June 24, 2002, and June 25, 2002, it was noted that plant management answered the follawing
questions on these reconds for each positive finding in the samme manner. '

“How severe is the food safety risk regarding sickness or injury? Answer High.

What is likelihood of occurrenee based on past history and fisture potential?
Answer Low. .

Does the program need o be revised? Answer No.”

Contrary to plant actions described they did not comply with regulatory requirements.
Specifically, Establishment 969 dstenmined that each positive tdm sample result of 2 confizmed
finding of E. coli 0157:H 7 as an unforeseen hazard. Section OCFR 417.3(b) states “If a
deviation not covered by a specified corrective action oocurs, or if another umforsseen hazard
arises, the sstablishment shall:

(1) Segregate and held the affected product, af Jeast imtil the requircments of paragraphs (b)(2)
and (B)(3) of this kection are met; ) '

(2) Perform a review to determine the acceptability of the affected product for distribution:

(3) Take action, when necessary, with respect fo the affectad product to ensure that no prodnet
that is injurious to health or otharwise adulterated, as a result of the deviation, enters cormmerce;

(4) Perform or obtain reassessment by an individnal trained in accordance with Sec. 417.7 of
this part, fo determine whether the newly identified deviation or other unforescen hazard should
be incotporated into the HACCP plan.” The establishment did not perforn a review to
detzrrnine the accsptability of the affected product for distribution or ke action, when
necessary, with respect to the affectsd prodoct to ensure that no product that is injurious to health
of otherwise adulterated, 2= a result of the deviation, enters corpmerre after Teceiving results of
these Iahomtory samples.

In addition, the Unforeseen Hazerd-HACCP/SSOP Reazsessment Log Bst, 969 Slanghter
HACCP Plan records for May 27, 2002, through May 21, 2002 representing 5 positive B, coli
0157:H7 results, stated the hot water pasteurization cabinet was increased 5 degrees F as of
5/28/0Z and the rest of the week was spent perfecting the set point to consistently maintain 230
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degrees F at the skids. While it was determined by the plint that this action directly contributes
1o the effcacy of the critical control point for the slanphter HACCP plan in unntro!lmg
pathogens, the slanghter HACCP plan was not modified under section 417.4(a)(2) to include an
oppoing verification activiry. Additiopally, this wes not validated as being effectively
jmplamented nor is there evidence of review of the records themsslves in the context of other
validation activities to control the pathogen of concern.

Unforeseen Hazard-HACCP/SSOP Reassessment Log Ext, 969 Slavghter HACCP Plan records |
for June 3, 2002, through June 7, 2003, representing 3 positive E. coli 0157:E17 results, stated the
air low from the hot waler pasteurization wash room was found palling in from the hot fat trim
aren. The heating unit in this Toom was turned on to bring filtered air to push air ffom the area
into the hot £t trim area. Also the scribe saw used on the slaughter floor to saw throngh the
feather bones was moved from bafore the hot water pasteurizer to afier the hol weter pastenyizer.
These actions were not documented ax being effectively implemented nor is there evidence of
review of the records therneelves in the context of other validation activities tn control the
pathogen of concem,

Unforeseen Hozard-HACCP/SSOP Reassessment Log Bst, 969 Slaughter HACCP Plan records
for Tune 10, 2002, throngh Yune 14, 2002, representing 13 positive E. coli 0157:H7 ceaults, stated
“the cattle receiving area at the end of A shift in arca below circle pen holding water from cattle
wash™ Catile hed to walk throngh the excess water, Start times for employees washing pens for
the B shift changed st that the area eonld be washed prioz to any cattle moving into the circle. In
addition, the hock blow off czbinet was put on the schednle to be broken down and cleaned every
weekend beginning June 13, 2002, and the sanitizing of benches in the cafeteria between breaks
was Implemented. Neither action was inchided in the Sanitation Standard Operating Procadures
in aceordance with @ CFR 416.12 to deseribe all procedures an pfficial establishient will
conduct daily, before and during operifions, sufficient to prevent direct contamnnetion or
adulteration of produoct(s). These actions were not detnonstrated as being effectively
impletnented nor is there evidence of veview of the records themselves In the eontext of other
validation actvities to contm] the pathogen of concam. '

Unforeseen Hazard-HACCP/SS0P Reassessment Log Est. 969 Shaughter HACCP Plan records
for June 17,2002, throuegh June 21, 2002, representing 3 positive E. eoli 0157:H7 results, stated
modifications wire implemented in the slanghter and fabrication area incloding adfusting hose

'lengths to prevent Tubbing of carcasses, adjusting the stoke on side pullers, replacing wood
hendle knives with plastic handle knjves and removal of ell mesh eguipment prior to Jeaving the
floor for breaks. The last action identified was not included in the Sanitation Standard
Operating Procedurss in accordance with 9 CFR 416.12 io describe all procedures an official
establishment will conduct daily, before and during operations, sufficient to prevent direct
contaminetion or adulteration of product(s). These actions weze not validated as being
effectively mmplemented nor js there evidence of review of the records themsslves in the context
of other validation activities to control the pathogen of concern.

Additionally, the estabEsiment implernented fogging the fabrication area with gquaternzry ]
ammonia and added 180 degrees spray to the brush on PC-ED ae well as lowering the ¢atch pan
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for this brush. Neifher astion was included in the Sanitation Standard Opmnng Procedures in
secordapee with 9 CFR 416,12 to deseribe all procedures an official esfa.b]?shmmt will c:n-:udunt
drily, before and during operations, sufficient to prevent direet contamination or adulteration of

prodoci(s).

On June 22, 2002, the hot water pastéurization systcm was modified to have nozzles remain
stationzry and additions] nozzles added to have complete coverage of.ﬂ:le cRrcasses becansa
oscillating arbors may not have had fill mnge. These artions Were neither demonatrated as being
effectively implemented nor is there evidence of review of the records themsclves in the context
of other validation activities to control the pathogen of concern. On the evening (10:00 PM-
11:30 FM) of July 17, 2002, three members of the te2m condocted a review of the
esablishment’s slanghter operations. The team members obseyved TWo types of scenatios that
probably impacted on the effectiveness of the organic acid rinse systemn. The first seanario, the
teamn observed two times during a 15 to 20 mimte interval, where two carcass sides were
clumped together thet prevented the organie acid spray from hitting areas of both sides of the
carcasee=s. In the second scenario, the team members observed two carcass sides that were much
longer than the typical carcass side. Consequently, based on the orientation of the organic acid.
spray cabinet nozzles, the outside of the netk region wasn™t being hit by the organic acid spray.
Establishrnent failed to provide evidence that they have validated the provess as required by

417 .4 to accommodate these situstions.

Unforeseen Hazard-HACCP/SSOP Reassessment Log Est. 969 Slanghter HACCP Plan records
for Jane 17, 2002, through June 21, 2002, representing D poeitive E. coli 0157:H7 remihts, stated
the hot water pasteurization system was modified to have nozzles remnain stationary and
additional nozrlez added to have complete coverage of the carcasses. This is the szme corrective
action that was 1o be implementsd on June 22, 2002, Comective action also inchided testing to
ensure the hot water pastemrization cabinet skids were at 230 degrees F which was proposed as
corrective action in the Unforasesn Hazard-HACCP/SSOP Reassessment Log Est. 969 Slanghter
HACCP Plan records for May 27, 2002, through May 31, 20002. Failure to include this action
‘ints ongoing verification activity pursuazt to 417.4(2)(2) duting the week of 5/27/02 resulted in
the plant having to re-institute previcus corrective action as described on page 3 of this letter.

Unforceeen Hazard-HACCP/SS30P Reassessment Log Est. 969 Slanghter WA CCP Plan records
for July 3 “two gmund beef chubs with production dates of May 31, 2002, sent in for E.coli
01547:H7 snalyziz by a Boulder Compliange Officer. On Jupe 29, 2002, the Estgblishment was
notified of the confirmation of E.coli 0157:H7 in the samples. A reassessment of the Ground
Beef HACCP plan was performed. A voluniary recall of Ground Beef produced on May 31,
2002, was implemented, Approximately 354,200 Ibs. of Groimd Beef was effected by the recall.
363 boxes of product are at Millard's Code 42606 on hold, Product retumed due to the recall
will be condemmed. Resssessment of the Ground Beef HACCPE plan was performed July 5,
2002, Hazard Analyziz for receiving raw ingredients was changed to add a statemnent to Question
#1 under Riclogical Hazard, and survey sampling of raw material lotted, sempled, and only
negative lotted maieriel will be used for ground beef production. Thongh only negative lotted
materiel will be used, it is not 2 guarantee that finished product is 100% free of E. coli 0157-H7,
this testing of raw materials 1s not a CCP. This action was not validated as being effective in the
context of other validation aptivities to control the pethogen of concermn.”
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Additionally, the form Unforesesn Hazard-HACCFP/ESOP Reassessthent Log Est. 969 Slanghter
HACCP Plan records for July 3 states both the slanghter and Fab HACCP plans will be
reassessed within 30 days from July 8,2002. SCFR 417.4(a)(3) states every establishment shall
reassess the adequacy of the HACCP plan at least anmually and whenever any changes occur that
could affect the bazard snalysis or alter the HACCP plan. Conducting reassessment of the
slanghier and fabrication HACCP plans 30 days afier a recall does not meet the requirements for
Teansessment whenaver any changes secur that could zffect the hazard analysis or aiter the
HACCP plan. In addition, the estzblishment's reagsessment as pert of 9CFR 417.3(b)(4) states,

“How severe is the food safety risk regarding siciness or injury? Answer High.

What is Jikslihood of occurrence based on past history and fukare potential?
Answer Hight

Does the propram need to be revised? Answer No.™

The decision to instihite enforcement action is also based on the: failure of the establishment to
meet the reghlatory requirements of 2 CFR 417.4(a) and 9 CFR 417.5(a}(2). The establishment’s
docomentation used to validate the adequacy of the carcass chill CCP*s (CCP3) critical limit was
mmsufficient fo address the outgrowth of bacterial pathogens (e.g., E co&i 0157'H7). The CCP’s
critical limit is “Careass internal round temperainre at time of transfers are to be 50 degrees F or
less.” Morcover, the nsual time for carcass transfer to cocnr was 36 howrs afier the beef
carcasses enter the hot box. This CCP"s critdeal limit was to prevent bone sour which is a quality

- ispue that impacte on the grade of carcesses:  Conseqnently, the carcass chill COP's cotical limit

wat not designed to address the biclogicdl hazard of bacterial pathogen (c.g., £ coli 0157:H7
and Salmonella) growth. Furthermore, the CCP’s cxitical limit does not specify a time that”
carcasses nezd to be chilled within to prevent this biologjcz] hazand, .

The estmblishment’s failure to effectively implement corrective action angd to reassess and
validate its HACCP programs collaborates findings of fecal and ingesta contamination in
trimmings and on carcasses is evidericed by the Noncompliance Revords referenced in
ﬁuachmmt 1 and findings of positive E,coli 0157:H7 in environmental semples in Attachment

Based on the results of this investigation, FSIS has determined that your HACCP Plan does not
meet the regnlatoty requirements of 9 CFR Part and 417.

Before we initiste any enforcement action, we are affording yon the opportuaity to demonstrate
why 2 S50P and BACCP systern inadequacy determination should not be made or that you have
achieved regulatory comnpliance, Fleage provide this office a written respomse within three 3
working days from the receipt of this lester, and uo later than close of business Tuesday, July 23,
2002. Your response should inclode the results of any evaluation or reassessment made to your
sanitation SOP and HACCP plans and gystems regarding the issues cited sbove, We will
determing fivther enforcement action fo be taken, if any based on your response:
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I you have sny questions yegarding this matter feed free to call the Boulder District Office.
Sinceraly,

/s/ Ron Nelson. for

Ronald K. Jopes
District Manager

Bnelogtre;

ce: B VanBlargan FO/ADA
8. Safian, D/EED
R. Nelson, DDM
E. Carr, ADME .
E. Law, CPSpc/DEO/CID
C. Bouthard, IC
] D. Hapsen, C5
e S. Wolpert, TIC
A. Gallegos, CO
L. Zzmora, SCO
5. Benptany, Bpidemiologist
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