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SUBKMARY FIRDINGS - £ &6 (15717 REASSESSMERT ¢

e ettt el it AT

1. Did the asiablishment rea33ess its HACGP plan(s) based on | 2. 0id the esteblishment change iis HACCP plan(s}as 8 rega;;;;;

the relevant scientific data ched i the Federal Register of considering the new scientfic data cited in the Federal
notice? — Register notice?
1 X ves Eg NO @ YES Dno

R U IEETIPEEUE it S

3. IFYES, how were the HACCF plan(s) modified? (Check g nal applyl

] A Thehazard melysis wes modified 1 rerogaize thar £ ok 0157 b7 13 2 haand rewsonably ey e oo

D B. The HACCP plan wes modified to include microbial ingrvaion(s) az CCP's. (describe the interventions in
your narrative reportl

EI C, The HACCP plan way modifisd 1o ncluds 3 staristically vabd mucrubiolngical sampln g program for £ celi O157H7
ta verify the efeativerass of the intervention(s) (COP's).

[T} D. ‘The HACCP plan was modified to o clude 1 OCP ruquering its supy s cerify that ull lots of raw muierizls
received are sobjected o 2 vafidazed mtervention wnd buve tesied wegatve for E caff 0157HT

E):{} B Ote (describe below in ngrrative}

4, the HACGF plan(s} were nof changed, \.;mal was the reeson(s) the plan(s) were not changed? {Check only one ft'&m}

] A The HACCP plan was ot changed because prior w0 the Federal Regliter nofics the: csmblishment had alisady
considered E coli 015717 as a hazurd 1easonably BRedy L ocgar.

(] B. The csublishment conclnded, eve oflex considering T new scislitie duta olted in the Federal Regivier,
£ ool O157T:H7 s still not u hazard reavon ably Hesly 1o necur i e process.

(%] €. Other (describe below it rarratve)

5. Did grnding estabishments incorparaie Guntrols into heit Sanitshon SOP's or otner prerequisite programs?
{Check glf that apply}

e s e, P

(] A The SSOP was modified to chude spesific comrols Tor £ coli 01577, (Please describe the conarols

in nurrabive befow.}

CE B. (ther prerequisite Programs weis modified to inchide cunwrols for E oo O15THT. (Pleas s specify which
program and how in narrachve balow. j

[gé C. The esabiishment either kadt in place or incorporsted purduzs ¢ specifications for suppiiers to wstall jots of aw
marerials ander & PR equisits program, wnd sharcs reconds with inspecten personnel

[%] D The establishment citier had in place or Incorponed lemperdture Gatrols under a prerequisite progTem
emsure ot growtd of E coli O157:H7, and shures records with w- pection personnel

EJ 3. Other (describe below in narrarive}

i A T— S

NARRATWVE:

The establishment performed a reassesiment of their HACCP and SSOP programs prior
10 June 09, 2003 as 2 result of FSI3 Nofice 44 02, The modified their HACCP program
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identifying E. coli 0157:H7 as a potential tazard 10 thelr beef processing operations.

The plant created 2 prerequisiie program fur purchase specifeations for all raw beef
entering the establishment. This program has Two components, the first requires that their
suppliers of beef products fully comply with the conuents of Notice 44-02 and provide the
establishment how this 18 accomplished. The secund somponent requires all shipments of
heef wim must be accompanied with a negeive test result for this pathogen.

Entrance Meeting

An entrance meeting was aeld at the establishment on October 06, 2005 at 0930 hours.
Mr. Anthony D*Urso, Eyecutive Vice President/Chiet Opecating Officer; Mr. David
Cohen, Chief Executive Officer; Dy, John Specchio, (Professor of Food Science,
Montclair State University), Esablishment Congultard {letier on file); Mr. Geoff
Livermore, Plant Managet; My. Charlie Chieng, (34 Manager, Mr. Charles Harris, Front
Line Supervisor; Mr. Louis LaBrutto, C81TIC; wnd o, Mr. Thomas Urban, EIAQ; were
present. At this meeting I informed everyone presem how | would be conductng a
Comprehensive Assessment of the Food Safety sysiems in operation and that this would
include assessing the Sanitation Standard Operating Procedures (S80P); the Hazard
Analysis Critical Control Point (HACCP) system; aly supporting and decision making
dociments; any pre-requisite programs; aiy microbinkogical test data; the past 4 months
of records generated by these systems; any pest contol program and records; and any
other records or documentatann needs that roaY adse during the assessment. informed
everyone this assessment was ai the direction of the District Office with emphasis on
assuring the establishment is properly addressing E. zoli (2/57:H7 in their production
practices and programs. [ informed plant magagenent that we, USDA and plant
rsopnel, were all part of 2 iotal food safery team and that we were all there: 10 ensure
that the establishment produces a safe and wholesume food product. Mr. Cohen, Mr.
DUrso, and Dr. Specchio elaborated on the maunagement wam’s dedication 1o producing
a quality, safe product and would be available to assist e with whatever [ needed to
perform the assessment.  informed plant inanagement tar at the end of my assessment
there would be an exit meeting and at that rime ) would inforn: them of what my
recomrnendation to the District Office would be @ s result of my findings. At this ome I
answered any questions from the assembled tean and informed everyone that I would be
available to all as a source of mformation and guidance. Mr. Harris and Mr. LaBrutio
provided closing remarks properly reflecting the 1SIS mission and their dedication 1o

ensure the establishment mees all regulitory requirenents.

Fscherichia coli O15 T:H7

The establishrment has recognized this pathogen, F coli 0157:H7, as a potential hazard
in the production of their raw meal food products. The hazard analyses identify 2
“Supplier Certification Program” as a coatml for incorning beef products. This program
requires all suppliers of beef products to adhere o FSIS Notue 44-02 and supply letters
outlining how they comply with the Notice for cliadnating o1 reducing this pathogen 10
undetectable levels. The program also 1equires suppliers of beef rim to provide
cernficates of analyses (COA) for cach lot shipped 10 Est. 09748,
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A review of all records associated with this program iJentify that of the thirty-thres (33)
suppliers of beef products from 7/20/2005 through 1043/2005 there were four (4)
suppliers of foreign beef which had no letters of puarantee. These four foreign suppliers
of beef products which failed 1o provide such letters originated in Australia. The
establishment was issued an NR from the 1€ for this failure 10 meet regulatory
requirements of 417.5. Druring a briefing 0o 10/06/05 of this finding, the management
1eam stated they would not be accepting any beef provducts from these suppliers unti] the
establishment could verify the appropriate lefters ase on file.

Op 07/01/05 the establishment received tey combo bias of E. coli O157:H7 positive
product from Est. 562M. Topps Meat persoonel wes notified by Est. 562M that it had
inadvertently shipped them this product which wus destined for a cooking facility. Atthe
dme of notification Topps stopped all production and identified that five of the combo
bins of beef trim had been processed inio hambuger in the grinding room. Plant
management notified FSIS inspection persoonel ard requested guidance. Topps did not
resume any processing operations for the day (thure wwere otber processing rooms which
did not have the product but Topps elected not to take any chances). All affected product
was condemned. Product processed in other rooms which were not part of the affected
lot was put on hold and tested for the pathoyen w verify cross contamination did not
occur. Intensified cleaning was conducted in all provesging arvas and any other areas that
the contaminated product may have passed through. Investigation by both establishments
:dentified that labeling procedures (size axd placanent) and shipping procedures were the
canse. Topps provided preventive measures included! in-depth training of all receiving
persornnel, personnel who jockey product around the establishinent, and supervisors on
how to identify all pertinent information which 15 € jired on cach product box or bin.
Corrective actions and preventive IMEasures Wert eviduaied by inspection personnel and

found acceptable.

On October 3, 2005 { was informed thitt ot young child in New York state (NY Outbreak
case # 05-01-2]) contracted £ ¢coli 0157117 and | staned my investigation of the
incidence. Here is the information and iy findings celated to the case:

Tllness overview:
o A child residing in Albany County, NY, with 2 coli ©137:H7 was reported to the

New York Department of Health (NYDoH); onset of illness was 09/02/05. Ilness
is severe, with hemolytic uremic syndrome.

« NYDoH interview with family revealed gusrsumption of undercooked ground beef
patty approximately 1 to 3 days prior 10 illness, with no other likely exposures.

» Family had the remainder of an open container of product and an Albany county
environmental health employes delivered it 1o sate laboratory for testing on
9/16/05.

» The prodact, Topp’s 100% Pure Ground Beef Hamburgers, 12 Quarter Pounders,
was purchased frozen. The container was winbossed with “Sell by July19 06 1%
08207, this was the identifying lot informadon for production date July 19, 2005.
Also on the container was “BAC-05-6878 Sep 16, 200057, this was a package
identifier applied by the NYDoh for laboraiory sample identifier purposes.

F-078
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‘The producing establishment, as identibed oa the container, is Est. #9748, Topps
Meat Co., LLC, Elizabeth, NJ.

The family purchased the product at une of 1wo locations: Price Chopper at 329
Glenmont Road, Glenraont, NY or &1 Wal Mart located at 311 Ree 9W, Glenmont,
NY. Date of purchase was not available.

NYDoH visited the Price Chopper store and foand no like code products.
NYDoH also visited distribution ct:aters for both potential source stores and

found no like products.
NYDoH obtained specimens from the patient which tested posidve for E coli

O137:H7.

Sample testing:

On 9/29/05 NYDoH stated a product sample was taken from a paity located from
the upper row in the product packege. Anotber sample was collected from an
“interior” patty on 9/29/05 as requested by the: TJSDA. Results of patient testing
and product testing (both product samples) were positive for the pathogen.
Product samples were confirmed positive for E. coli O157:H7 by shide
agglutination and stx PCR.

As of 10/21/2005 NYDoH laboratory stated the positive samples had
indistinguishable 2-enzyme PFGE pattern matches,

This was not an intact product package, arrived at the NYDoH lab cold, not
frozen and kept under refrigeration ut the lab.

OPHS Microbiology Division assussed NYDoH luboralory methods as likely less

sensitive than FSIS protocols.

Establishment actions:

[he establishment on 10/3/05 initaled a mock recall of all products with the
proper code date.

Investigations made theough product distdbution and sales people which included
om-site visual inspection, revesled no available like codled product in commerce OF
retail. Company intent was to put any lihe product on hold, obtain intact packages
for pathogen sampling, and direction Fon F5I5.

Production records revealed 134,526 pounds of like product were processed on
7/19/05 and shipped. A large portion of this production lot was shipped as fresh.
The number of beef patties represented by the production volume was
approximately 538,134 patties at 4 ounces <uch.

The establishment reassessed thewr HACCE imd SSOP programs for £, coli
0157-H7 on 10/05/05. Reassessiment of the HACCP Raw, Ground plan included
reevaluation of the plant pathogen prerequisiie prograin. The establishment
determined the programs were current and efective. "The plant did identify they
tacked four letters from supplicrs of forei beef but no foreign beef was used for
the potentially affected production lot.

(Company shipping records were reviewed for complereness with attention 10
receiving logs for product used on 7/19/23, Certificates of Analysis for product
used, and current E. eoli lenters from suppliers. All information was found to be

current and complete.

F-078
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Establishment reviewed lab analyses frora samples collected from the: past 12
months and found ail sarmples were negative: Jor this pathogen.

The establishment increased frequency for vedfication sampling for the pathogen
from four times yearly 10 monthly.

The establishment contacted their consultaat, Dr. Jobn Specchio, Professor of
Food Science, Montclair State University for professional guidance and
assessment. Dr. Specchio researched all infosmadon provided by the company
and assessed the potential of product comarmination. Dr. Specchio presented the
statistics that of approximately 533.134 beef pattics produced on 7/15/05 there
was one illness likely from a beef <ty and two more patties tested positive for
the pathogen in the same three pound box containing 12 patties. No other
illnesses were associated with the other 334,131 paties produced by the
establishment which he reasoned had more than bkely been consumed. Dr.
Specchio applied these statistics and the standard devistion and concluded that the
likely source of contamination was afier package integrity was broken.

»

My investigation included:
e Review of company records inchuling information of source material suppliers

(National Beef Packing, est. 2084, Moys:r packing, est. 1311; and Beef Products,
Inc., est. 19872) with current guaranice letiers on file and cerfificates of analyses

on product of mimmings used.
1 verified that Topps generic E. coli st cesults for 7/19/05 were not excessive

(Lass than 3 colony forming units).

Lab analyses from the N YDoH aussociated with the identified £. coli O157:H7
positive case patient (NYDoH outhreak #05-01-21)

Tnformation provided by the NYIioH laburatory and Albany county health
officials from their investigations related 10 outbreak #05-01-21.

s Company HACCP and SSOP plans and issc wciated programs.

Company HACCP and SSOP records and i particular for the day of 7/15/03.
Production records and shipping records.

Information provided by the depirument ot Mealth andt Human Services from both
the headquarters office and the Omaha oflice.

o Plant history and proactive actions related to this produetion date.

My evaluation of all company records, programs, acd maierixls identified there were no
weaknesses or fatlures in their E. coli Q137 H7 programs or controls for the day of
7/19/05, all company records were complete, and though the company found no evidence
that Topps was the direct or root cause of the pathogen source, they took a proactive

approach.

ssop

The currept SSOP plan was initiated on 04/10/03 The Jates reassessment was 10/28/04.
The establishment utilizes an outside conmacior foc post production cleaning and
sanitation procedures. Establishment managemoat verifies the daily sanitation pre-
operational and operational practices and procedures are applied and effecrive.

F-0T%
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The programs and procedures met regulatocy requireents and were gasy 10 understand.
Establishment inspection personnel identified some Tacilities deficiencies in the past 10
months which provided potential sanitation issucs (e company addressed all issues
through immediate corrective actions and an ongeing Plant Improvement Program (PIP).
The company PIP program is discussed with inspection persomnel during regular
meetings and updates are provided in writing.

HACC?

1he establishment produces ground beef, mainly in pidfy form, ground rurkey, portion
controlled cuts of beef, and shish-kabobs. The priess catepories are: Raw, Ground; and
Raw, Not Ground. Product is shipped fresh or frozen. Crinding operations produce
between 130,000 - 160,000 pounds of yround beel per production day, five days per
week. Poultry processing is very firnited with ground twkey produced only 3-4 days per
yearin | 15,000-120,000 pound Jots, aad chicken kabobs produced on limited seasonal
ucenrrences. Beef and pouliry is not prodiuced in the same roorns on the same days.

Revisions on HACCP plans were conducted on: (7/05/05 for the unintended receiving of
E. coli O157:H7 positive product; 08/22/05 for 1he wuse of allergens; and on 10/03/05 to
reassess the est. E. coli0157:H7 programs and controls.

The plan CCPs were:

C~CP1B — Monitoring meat storage of all covlers and freczers.
CCP1P - Monitoring foreign material during processing,
CCP2B - Monitoring temperature during processing.

CCP2P - Metal Detection.

CCP3P — Monitoring foreign material at packaging.

CCP3B — Monitoring fivished product storage.

Both BACCP plans met regulatory requircments énd were well written.
In regards to Poultry Processing:

BACKGROUND AND HISTORY

The reason for the FSA was Distriet direction to erguare E. colt O157:H7 was properly
addressed.

Poultry Processing information:

Chicken and turkey are processad
Turkey is limited to grinding 3-4 days per year
Chicken is limited to kabob produstion on & lintted seaonal basis.

further processing: Simple

cop

-
!

ASSESSMENT OF POULTY FINDINGS
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a. S80r
i.
manmer and were addr

The facilities were very well raintaived and kept in a sanitary
essing some facilities issues vn a Plant Iniprovernent Program.

i Production processes were adequate 10 prevent the adulteration of
products and provided a flow that was free from prodact pile-ups or mutilatioa.

Hi. No reprocessing or salvage operations are conducted.
Contaminated products are plant condemnned.

iv. Processing operations is limited 10 very simple cut-up und
grinding. The minimal processing of product limits the potntial sanitation problems.

V. Records show no history of microbial problems at the
tstablishrent.

vi. Salmonelia is not identified a3 a pathogen of particular concern in
the SSOP, the establishment identifies all pathogens s food safety concems.

b. Assessment of the SPS through plani tours, observing sanitation

procedures and records, microbial sample tesuhs, and the aggressive nature of plant
management in applying proper sanitary practices reflects an etfective SSOP and

dedication in meeting the SPS.
c. The flow charts for the (2) HACCP plans are al) complete with no steps

missing and is clear and easy to follow the flow of mocesses.

d. The Hazard Analyses for the HACCP plans mects regulatory standards for
all process steps.

f. HACCY moniloring activitics me:t o excel expectations for the processes
involved. Frequencies for monitoring activities ineet proper guidelines and support.

g Verification activities for CCPs are a1 a frequency which excells.
Verification activities are almost as frequent as 1o toring. Management stated that this
is to ensure that there js no question ahoul rmonitoring results and provides an effective

means of checks and balances.
h. Records for monitoring and vevification reflect no recordkeeping failures

for paperwork reviewed from 04/03/05 through 10/06/05. All other associated records
for HACCP and SSOP document a very prudent {)uality Control department which is

supported by a very “hands on” management leam.
i Comrective Actions are properly addressed during HACCP deviations and

any monitoring findings. The HACCP plans fully nieet regulatory requirements for

corrective actions.
J- The establishment conducts proper fuassessments. During production

modifications reassessments were also properly peniormed and documented. All team
members have been thoroughly trained on-site and through certified HACCP courses 10
provide the establishment a very well mforned tean.

k, The Generic £ coli process meets Agency guidelines,

1 Satmonella is addressed ia the establishmenr's HACCP plan within the
hazard analysis. USDA Salmonella Perfomance Stmdards are being met at this

establishment with no findings of “Set™ fa:hures.
m. General Microbial Testing at the wstablishment confirms the establishment

is maintaining proper sanitary standards and properly addressing biological hazards
within its processes.
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i The establiskments antimicrobial processes are etfective in keeping
biological hazards in check. Due 10 aggressive sanitation and processing procedures,
biological hazards are maintained at very low Jevels so the use of antimicrobials is mainly
to minimize growth potential of pathogens,

Iv. CONCLUSION

Due to several faciors which include a hands on, dedicated management team,;
professionally trained Quality Control department: properly trained processing
employees; regular reassessments/andits from 4 consultant; and o wrall pride in the
products they produce this establishment meuts or exeads regulatory requirements and
guidelines. Sanmitation and HACCP concerus are futly meeting and properly address
pathogens of concem. The establishment was provided a prior €230 assessment followed
by a 30 Day Reassessment Letter issued on June 12, 2003 for limited basic design issnes.
All concerns were properly addressed. Audits by a thurd party professional consultant
also have identified minor deficiencies which immedistely get addressed. This has
provided very well rounded plans that meel all conceras. The establishrment only accepts
tarkey products from two suppliers and one chicken supplier. This gsrablishment Is in the
development stage of implementing a poultry program similar to a beef E. coliQ157:H7?
program for suppliers. They intent do hawe the progrm in place by year end. This
program would require suppliers of poultry products 10 provide a letter to Tapps which
outline how the supplying company identities, controls, reduces, and rucords the practices
and programs in place to reduce or eliminate Salmonellu and other pathogens in
processing operations. The conpany is excited about working on this project and how
they might be able to help improve standards and consem related to poultry processing
operations nationwide by being a cutting edge leading example.

V. RECOMMENDATION

No further action is recommended 11 this vstablishment by our program personnel.

Exit Meeting

An exit meeiing was held at the establishment on Cctaber 24, 2003, at 1300 hours. Mr.
David Cohen, Chief Executive Officer; Mr. Anthony DUrso, Executive Vice
President/Chief Operating Officer; Dr. John Spevchio, (Professor of Food Science,
Montclair State University), Establishment Consultant tletter on file); Mr. Geoff
Ijvermore, Plant Manager; Mr. Charlie Chieng, QA Munager; Mr. Charles Harris, Front
Line Supervisor; and me, Mr. Thomas Urhaa, F1AC); wert present (Mr. Lout; LaBnmo,
[1C,CSI, was attending a fumersl). Mr. Harris opened the meeting commendiog the open
working relarionship plant managernent maintains with inspection personnel and as
witnessed during the assessment. Mr. Haris wlso ucknowledged the quick response by
the company to NYDoH case #05-01-21 and the company’s practive approach. During
this meeting I presented my findiogs and observaticas. I thanked the inspection team and
managemest team for their help and suppon during the assessment. Mr. Cohen stated his
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company’s position as it relates 1o the dedication 10 his customers, the public welfare, and
ia producing & quality product. Dr. Specchio empbasized the pride he and plant
persomnel have in their facility and procucts. I closed with providing an invitation to call
upon me for furure reference and guidance to regulaiory 1ssues and for the establishment
1o also use the local inspection team and the Techrical Service Center.






