UNITED STATES DEPARTMENT OF AGRICULTURE
FOOD SAFETY AND INSPECTION SERVICE
WASHINGTON, DC

FSIS NOTICE wor | 110602

Instructions for Verifying E. coli O157:H7 Reassessment

I. Purpose

On October 7, 2002, the Agency issued a Federal Register Notice, E. coli
0157:H7 Contamination of Beef Products (attachment 1) that primarily advised
establishments of their obligation to reassess their HACCP plans for raw beef
products. This FSIS Notice provides inspection program personnel instructions
for performing verification of E. coli O157:H7 reassessments.

Il. Background

A. FSIS believes that the availability of new scientific data on E. coli O157:H7
represents a change that could affect an establishment’s hazard analysis or alter
the HACCP plan for raw beef products. These data include:

1. FSISE. coli O157:H7 testing data since FSIS began use of a new
testing method on September 3, 1999;

2. Data from Robert O. Elder, et al, “Correlation of Enterohemorrhagic
Escherichia coli 0157 Prevalence in Feces, Hides, and Carcasses of Beef Cattle
During Processing,” Proc Natl Acad Sci USA. Mar 2000. 97(7): 2999-3003); and

3. Data from Smith, D, Blackford M, Younts S, et al. 2001. Ecological
relationships between the prevalence of cattle shedding E. coli 0157:H7 and
characteristics of the cattle or conditions of the feedlot pen. J. Food Prot. 64(12):
1899-1903.

B. Under the HACCP regulations, if establishments have not already
reassessed their HACCP plans for raw beef products in light of this data, they
must do so now. In their reassessments, establishments must determine whether
E. coli O157:H7 contamination is a hazard reasonably likely to occur in their
production process. This requirement applies to establishments that produce any
raw beef product, including ground beef, other nonrintact beef products, and intact
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beef products. If the reassessment results in a determination that E. coli O157:H7
contamination is a food safety hazard reasonably likely to occur in the
establishment’s production process, then it must be addressed in a HACCP plan
through one or more Critical Control Points (CCPs) designed to control the
pathogen.

C. Based on their reassessment, establishments that receive product for
grinding that decide that E. coli O157:H7 is not a hazard reasonably likely to
occur may address this pathogen in their Sanitation SOPs or through a
prerequisite program. (NOTE: FSIS expects that an establishment that has
decided that E. coli 0157:H7 is not reasonably likely to occur because of a
prerequisite program will maintain documents setting out the procedures of the
prerequisite program and related records as part of the decisionmaking
documents that it is required to maintain under 9 CFR 417.5(a)(2)).
Establishments receiving product for grinding that have purchase specifications
requiring all of their suppliers to have one or more CCPs that are validated to
eliminate or to reduce E. coli O157:H7 below detectable levels, and that verify

that these specifications are met, may determine that no additional steps to
address this pathogen are necessary in their production process. (NOTE: Given

the nature of the pathogen, FSIS strongly recommends that grinders that have
purchase specifications addressing E. coli 0157:H7 determine whether they
need CCPs that prevent growth or contamination after product receipt).

[ll. Implementation Process
A. What is the implementation schedule for establishments?

Establishments that produce raw beef products (NOTE: the processing categories
involved are 03B, 03C and 03J), and that have not already reassessed their
HACCP plans for those products in light of the scientific data on E. coli 0157:H7
discussed in this notice, are to reassess their HACCP plans by the following
dates, according to plant size as defined in the Pathogen Reduction/HACCP final
rule:

1. Large establishments by December 6, 2002;

2. Small establishments by February 4, 2003; and

3. Very small establishments by April 7, 2003.

B. What are inspection program personnel responsibilities?

1. Upon receipt of this notice, inspection program personnel are to
discuss the requirements in the attached Federal Register notice with
establishment management to verify that the establishment understands its
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obligation to reassess and the timeframe in which the establishment is to
complete the reassessment. Note: Itis not necessary for an establishment to
reassess if it already has put in place controls as part of its HACCP plan that
specifically address the new information on E. coli O157:H7 cited in section Il. A.
of this notice, and the establishment monitors and verifies such controls on an
ongoing basis.

2. Based on the implementation schedule above, if an establishment
fails to reassess its HACCP plan, inspection program personnel should issue a
noncompliance record (NR), FSIS Form 5400-4, using the “verification” trend
indicator, and reference the attached Federal Register notice.

3. The District Office will have a program employee trained in the
Consumer Safety Officer (CSO) methodology perform a comprehensive food
safety assessment based on the following schedule:

i. Large establishments beginning on December 23, 2002;
ii.  Small establishments beginning on February 19, 2003;

iii.  Very small establishments April 21, 2003.

C. What are the responsibilities of program personnel trained in the CSO
methodology?

1. Program personnel trained in the CSO methodology are to use FSIS
Form 5000-8 to collect data concerning:

a. whether establishments reassessed their HACCP plans based on the
relevant E. coli O157:H7 data listed above prior to or after publication of the
Federal Register notice;

b. whether establishments changed their HACCP plans as a result of a
reassessment that took these data into account;

c. if establishments changed their HACCP plans, how the plans were
changed,;

d. if establishments did not change their HACCP plans, the reasons the
plans were not changed; and

e. whether grinding establishments incorporated controls into their
Sanitation SOPs or into a prerequisite program.



2. Program personnel trained in the CSO methodology are to send the
completed FSIS Form 5000-8 to their designated DO.

For technical guidance contact the Technical Service Center. For guidance
related to regulatory activities refer questions through supervisory channels.

Philip S. Derfler

Deputy Administrator
Office of Policyand Program Development
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Attachment 1
[ Rul es and Regul ati ons]
[ Page 62325-62334]
From t he Federal Register Online via GPO Access [wai s.access. gpo. gov]
[ DOCI D: fr 070c02- 6]

DEPARTMENT OF AGRI CULTURE

Food Safety and I nspection Service

9 CFR Part 417

[ Docket No. 00-022N|

E. coli O157:H7 Contamination of Beef Products
AGENCY: Food Safety and I nspection Service, USDA

ACTI ON: Conpliance with the HACCP system regul ati ons and request for
comment .

SUMMARY: The Food Safety and | nspection Service (FSIS) is publishing
this docunent to inform manufacturers of beef products of the Agency's
vi ews about the application of the hazard analysis and critical contro
poi nt (HACCP) systemregul ations to contam nation with Escherichia col
(E. coli) OL57:H7.

FSIS believes that the availability of certain scientific data on
E. coli O157:H7 constitutes a change that could affect an
establ i shment's hazard analysis or alter its HACCP plans for raw beef
products. Therefore, under the HACCP regul ations, if establishnents
have not already reassessed their HACCP plans for raw beef products in
light of this data, they must do so now. Establishnments that have not
al ready reassessed their HACCP plans in light of this data nust
reassess their HACCP plans to determ ne whether E. coli O157: H7
contami nation is a hazard reasonably likely to occur in their
producti on process. This requirement applies to HACCP plans for all raw
beef products, including ground beef, other non-intact beef products,
and i ntact beef products. If reassessment results in a determ nation
that E. coli OLl57:H7 contami nation is a food safety hazard reasonably
likely to occur in the establishnment's production process, then it nust
be addressed in a HACCP pl an.

Al'l establishments producing raw beef products are required to
reassess their HACCP pl ans. However, establishments receiving product
for grinding may have purchase specifications requiring all their
suppliers to have one or nore critical control points (CCPs) validated
to elimnate or to reduce E. coli OL57:H7 bel ow detectable | evels. Such
establishments may determine that no additional steps to address this
pat hogen are necessary in their production process. Establishnents
adopting this approach should incorporate these purchase specifications
and their means of ensuring that their specifications are net in their
HACCP plans, in their Sanitation SOPs, which FSIS has recogni zed as
prerequisites for HACCP, or in other prerequisite prograns.
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In addition, FSIS is issuing new gui dance naterial related to the
control of E. coli O1l57:H7 and is making avail able the Agency's draft
conparative risk assessnment of intact and non-intact (blade tenderized)
steaks. (See ADDRESSES.) Additionally, FSIS will be issuing a revised
E. coli O1l57:H7 sanpling and testing Directive and this notice
di scusses the revisions expected to be made.

FSIS invites conments on the matters presented in this notice, on
its guidance material, and on the draft conparative risk assessnent.

DATES: Comrents may be submitted by Decenber 6, 2002. Establishnents
that produce raw beef products, and that have not already reassessed

t heir HACCP plans for those products in |ight of the scientific data on
E. coli O157:H7 discussed in this notice, are to reassess their HACCP
pl ans by the follow ng dates according to plant size: Decenber 6, 2002
for large plants (all establishnments with 500 or nore enpl oyees);
February 4, 2003 for small plants (all establishnents with 10 or nore
enpl oyees but fewer than 500); and April 7, 2003 for very small plants
(all establishments with fewer than 10 enpl oyees or annual sal es of
less than $2.5 million). See the SUPPLEMENTARY | NFORMATION for FSIS
verification dates.

ADDRESSES: Submit one original and two copies of witten comments to
FSI'S Docket Clerk, Docket No. 00-022N, U.S. Departnent of Agriculture,
Food Safety and | nspection Service, Room 102, Cotton Annex, 300 12th
Street, SW Washi ngton, DC 20250-3700. All conments subnitted in
response to this docunent and the guidance material will be available
for public inspection in the Docket Clerk's office between 8:30 a.m
and 4:30 p.m, Monday through Friday. The draft conparative risk
assessment of intact and non-intact (blade tenderized) steaks is al so
available on the Internet at: http://frwebgate. access. gpo. gov/cgi -

bi n/ | eavi ng. cgi ?f ronel eavi ngFR. ht M & og=l i nkl og&t o=http://ww. fsis.usda

gov/ OPPDE/ rdad/ publ i cations.htm FSIS is maki ng the gui dance materi al
avail abl e today at the sanme Internet address.

FOR FURTHER | NFORMATI ON CONTACT: Dr. Dani el Engeljohn, Director
Regul ations and Directives Devel opment Staff, Food Safety and
I nspection Service, U S. Department of Agriculture (202) 720-5627.

SUPPLEMENTARY | NFORMATI ON
HACCP

The Food Safety and Inspection Service (FSIS) administers a
regul atory program under the Federal Meat |nspection Act (FMA) (21
U S.C. 601 et seq.) and the Poultry Products Inspection Act (PPIA) (21
U S.C. 451 et seq.) to protect the health and wel fare of consuners by
preventing the distribution of meat and poultry products that are
unwhol esonme, adulterated, or msbranded. To further the goal of
reducing the risk of foodborne illness frommeat and poultry products
to the maxi mum extent possible, FSIS issued final regulations on July
25, 1996, mandati ng Pat hogen Reduction-Hazard Analysis and Critica
Control Point (HACCP) Systens for federally inspected establishnments
(61 FR 38806). These regul ations require that federally inspected
establ i shnments take preventive and corrective neasures at each stage of
the food production process where food safety hazards occur

Part 417, the regul ations on HACCP systens, requires a hazard
analysis to determ ne the food safety hazards reasonably likely to
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occur in the production process and to identify the preventive neasures
an establishment can apply to control those hazards in the production
of particular products (Sec.417.2(a)). Ten potential hazard areas,

i ncluding m crobi ol ogi cal contanination, are listed to guide
establishnents in this analysis (Sec. 417.2(a)(3)). Whenever a hazard
anal ysis reveal s one or nore such hazards are reasonably likely to
occur in the production process, the regulations require that the
establ i shnent devel op and inplement a witten HACCP plan, for each
product, that includes specified control nmeasures for each hazard so
identified (Sec. 417.2(b)(1) and (c)).

Section 417.2(a)(1) provides that a food safety hazard is
reasonably likely to occur if a prudent establishnment would establish
control measures because the hazard historically has occurred, or
because there is a reasonable possibility that it will occur in the
particul ar type of product being processed, in the absence of
t hose controls.

The likelihood that a food safety hazard will occur in the
production process for a particular product at a given |ocation, and
the identification and adequacy of preventive neasures to control a
likely hazard, nust be determ ned by each establishment. Obviously,
conditions that affect such determi nations may change over tine. For
this reason, the HACCP systemregul ations require that every
establ i shment reassess the adequacy of its HACCP pl ans at | east
annual | y and whenever any changes occur that could affect the
underlyi ng hazard analysis or alter the HACCP pl ans (Sec.
417.4(a)(3)). New information regarding the fact that E. coli O157: H7
is nore preval ent than was previously thought is such a change. When
reassessment reveals that a plan no | onger neets the requirenments for
the contents of a HACCP plan, the establishnment nust nodify the plan
i medi ately (Sec. 417.4(a)(3)).

E. coli OLl57:H7 Policy

In 1994, FSIS notified the public that raw ground beef contan nated
with E. coli Ol57:H7 is adulterated under the FM A unl ess the ground
beef is further processed to destroy this pathogen. Also in 1994, FSIS
began sanmpling and testing ground beef for E. coli Ol57:H7. (For the
Agency's current sanpling and testing programinstructions, see FSIS
Directive 10,010.1, M crobiol ogical Testing Program for Escherichia
coli O157:H7 in Raw Ground Beef, February 1, 1998, available on the
Internet at http://frwebgate.access. gpo. gov/cgi -
bi n/ | eavi ng. cgi ?f ronel eavi ngFR. ht m & og=l i nkl og&t o=http://ww. fsis.usda

gov/ oppde/rdad/ publications.htmand in the Docket Clerk's office.)

On January 19, 1999, FSIS published a policy statenent, ° Beef
Products Contaminated with E. coli O157:H7'"' (64 FR 2803). This
st at enent expl ai ned the Agency's policy governing beef products that
contain E. coli Ol57:H7. The Agency stated that, in evaluating beef
products contaminated with E. coli OL57:H7, it would distinguish intact
cuts of nuscle (e.g., steaks and roasts) distributed for consunption
fromnon-intact products (e.g., beef that has been mechanically
tenderi zed by needling or cubing) and fromintact cuts of nuscle that
are to be further processed into non-intact product prior to
distribution for consunption (e.g., manufacturing trinmngs for use in
producti on of ground beef). This statenment explained that intact cuts
of beef that are to be further processed into non-intact product prior
to distribution for consunption nust be treated in the same manner as
non-intact cuts of beef because pathogens may be introduced bel ow the
surface of these products when they are further processed into non-
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i ntact products. Manufacturing trinmngs (i.e., pieces of neat
remai ni ng after steaks, roasts, and other intact cuts are renoved) are
an exanmple of this type of product. Although manufacturing trimrngs
may be intact, they are generally further processed into non-intact
product .

The Agency stated that if non-intact products or intact products
that are to be further processed into non-intact product prior to
distribution for consunption are found to be contam nated with E. col
O157: H7, they nmust be processed into ready-to-eat product, or they
woul d be deenmed to be adulterated (64 FR 2804). FSIS expl ai ned that
pat hogens, including E. coli OL57:H7, may be introduced bel ow the
surfaces of non-intact products as the result of the processes by which
they are made. As a result, customary cooking of these products may not
be adequate to kill the pathogens. In contrast, the meat interior of
i ntact products remains protected from pathogens m grating bel ow t he
exterior. Consequently, customary cooking of these products wll
destroy any E. coli O157:H7. Finally, in this Federal Register notice,
FSI'S requested coments and recomendati ons rel evant to the Agency's
policy and to any regulatory requirenents that m ght be appropriate to
prevent the distribution of beef products adulterated with this
pat hogen.

On March 8, 1999, FSIS held a public neeting to discuss the policy
addressed in its January 19, 1999, Federal Register notice. On February
11, 2000, FSIS announced that it would hold a public neeting on
February 29, 2000, to discuss recent devel opnents concerning E. col
O1L57: H7 (65 FR 6881). In the February 11, 2000, Federal Register
notice, FSIS also responded to comments received concerning the
Agency's E. coli O157:H7 policy and again requested conments. On
February 29, 2000, FSIS held the public neeting on E. coli Ol57: H7. At
the neeting, numerous organi zati ons presented information on E. col
OL57: H7. FSIS presented informati on on the new testing procedures that
it is using for E. coli O157:H7 and on the FSIS risk assessnment on E.
coli O157:H7. The Agricultural Research Service (ARS) presented
i nformati on on research concerning the incidence of E. coli OL57:H7 in
animals entering the slaughter plant and at various stages in the
sl aughter process. Also, the Centers for Disease Control and Prevention
(CDC) presented information concerning its increased estinmates for
illnesses associated with E. coli O157:H7. A conplete transcript of the
February 29, 2000, public nmeeting is available on the Internet at
http://frwebgate. access. gpo. gov/ cgi -
bi n/ | eavi ng. cgi ?f ronel eavi ngFR. ht M & og=l i nkl og&t o=http://ww. fsis.usda

gov/ oppde/ rdad/ frpubs/ ecol i nt g. pdf.

On Novenber 5, 2001, FSIS announced the availability of and
requested coments on its draft risk assessment for E. coli OL57:H7 in
ground beef (66 FR 55912). At this time, FSIS al so nade the
interpretive summary of the risk assessnent and draft risk assessnent
avail able on the Internet. The draft risk assessnent discusses and
cites the studies discussed below. As stated bel ow, under " Rel evant
Dat a Requiring Reassessnent,'' the data from sonme of these studies and
FSI'S surveillance data provided evidence that E. coli Ol57:H7 is nore
preval ent than was thought before these data becane avail abl e.

Ri sk of E. coli O157: H7 Contami nation

Exposure to E. coli O157:H7 has been |inked to serious, life-
t hreateni ng human ill nesses (henorrhagic colitis and henmolytic uremc
syndrone). At the February 29, 2000, public neeting, a representative
fromthe CDC presented its national estimtes for foodborne ill nesses
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associated with E. coli Ol57:H7. These estimates showed an i ncrease

fromprevious CDC estimates of illnesses associated with E. col

OL57: H7. At that time, CDC increased its estimates for illnesses
associated with E. coli O157: H7 because surveillance data allowed a
nore detailed estimation of mld illnesses not resulting in physician
consultation.\1\ As FSIS stated in the February 11, 2000, neeting
notice, although not all these illnesses were attributable to beef, the
increase in illness associated with E. coli O157:H7 indicated that this

pat hogen occurred more frequently than was previously thought (65 FR
6882). CDC continues to collect data on the incidence of reported
cases. Based on recent prelinmnary FoodNet data, there does not appear
to be a sustained decrease in disease associated with E. col

O157: H7.\ 2\

Al so at the public neeting, an FSIS representative presented
information on the new E. coli O157: H7 testing procedures that the
Agency began using on Septenber 3, 1999. This nethod is approximtely
four tinmes nore sensitive than the previous nethod. Prior to the
i ntroduction of the new FSIS testing nmethod, the preval ence of E. col
OL57: H7 in raw ground beef sanples tested was 0.149 percent. Using the
new nmet hod between Septenmber 3, 1999, and Septenber 8, 2002, the
preval ence of E. coli OLl57:H7 in raw, ground beef sanples tested was
0.797 percent. This increase in E. coli O157: H7 preval ence in raw ground
beef sanples suggests that the low rate of positive findings in the past
may have had nore to do with the sensitivity of the nethod and size of
the sanple being used than with the rarity of the pathogen

Al so at the February 29, 2000, public neeting, a representative
from ARS presented informati on concerning a recent E. coli OL57: H7
preval ence study (hereinafter referred to as the Elder study).\3\ In
this study of fed cattle, 28 percent (91 of 327) of fecal sanples were
positive for E. coli O157:H7. Previous studies of fed cattle had found
a fecal prevalence of 2 percent (188 of 11,881 sanples),\4\ 4 percent
(38 of 1046 sanples),\5\ 6 percent (14 of 240 sanples),\6\ and, for the
study hereinafter referred to as the Smth study, 23 percent (707 of
3054 sanples).\7\

\1\ For information on the estimtes, see Mead, Paul S., et al.
""Food-Rel ated Illness and Death in the United States,'' Journal of
Emergi ng I nfectious Diseases, Vol. 5, No. 5, 1999.

\2\ Morbidity and Mortality Wekly Report. 2002. Prelimnary
FoodNet Data on the Incidence of Foodborne Il nesses--Sel ected
Sites, United States, 2001. Vol. 51, Nunber 15: 325-329.

\3\ Robert. O Elder, et al. Correlation of Enterohenorrhagic
Escherichia coli Ol57 Preval ence in Feces, Hides, and Carcasses of
Beef Cattle During Processing. Proc Natl Acad Sci USA. Mar 2000.
97(7): 2999-3003.

\4\ Dargatz DA, Wells SJ, Thomas LA, et al. Factors associ ated
with the presence of Escherichia coli OL57 in feces of feedlot
cattle. J. Food Prot. 1997; 60(5): 466-470.

\ 5\ Hancock DD, Besser TE, Rice DH, et al. Miltiple sources of
Escherichia coli Ol57 in feedlots and dairy farnms in the
Nort hwestern USA. Prev. Vet. Med. 1998; 35: 11-19.

\ 6\ Hancock DD, Rice DH, and Besser TE. 1999. Preval ence of E
coli O157:H7 in feedlot cattle at slaughter plants. Study funded by
National Cattlenmen's Beef Association. Washington State University.

\7\ Smith, D, Blackford M Younts S, et al. 2001. Ecol ogica
rel ati onshi ps between the preval ence of cattle shedding E. col
O157: H7 and characteristics of the cattle or conditions of the
feedl ot pen. J. Food Prot. 64(12): 1899-1903.
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Three nultistate studies reported the apparent preval ence of
feedl ots containing one or nore infected cattle. Even if one aninmal in
a herd was found positive for E. coli Ol57:H7 the herd was considered
positive for E. coli O157:H7. These estimtes were 63 percent (63 of
100 feedlots),\8\ 100 percent (6 of 6 feedlots),\9\ and 100 percent (5
of 5 feedlots).\10\ Although all the studies cited in the preceding
sentence found a high proportion of herds to contain at |east one
ani mal that was positive for E. coli Ol57:H7, except for the Smth
study, these studies did not find many aninmals within a specific herd
to be positive for E. coli O157:H7. The Snmith and El der studies found
hi gher within herd E. coli O157:H7 preval ence than all the other
studies cited. That is, these studies found nore animals within a
specific herd to be positive for E. coli Ol57:H7 than the other studies
di d.

The study from ARS nenti oned above (El der 2000) al so addressed the
preval ence of E. coli Ol57:H7 on carcasses at preevisceration, at
postevi sceration, and at postprocessing. E. coli Ol57:H7 was found on
43 percent (148 of 341) of the preevisceration carcasses, 18 percent
(59 of 332) of the postevisceration carcasses, and 2 percent (6 of 330)
of the postprocessing carcasses.

In addition to fed cattle, culled breeding cattle (dairy and beef
cows and bulls) are an inportant source of beef products. Four studies
provi ded fecal preval ence evidence of E. coli O157:H7 of 1 percent (10
of 1412 samples),\11\ 1 percent (52 of 4361 sanples),\12\ 2 percent (89
of 4031 sanples),\13\ and 3 percent (7 of 205 sanples).\ 14\

\8\ Dargatz DA, Wells SJ, Thonas LA, et al. Factors associated
with the presence of Escherichia coli Ol57 in feces of feedlot
cattle. J. Food Prot. 1997; 60(5): 466-470.

\ 9\ Hancock DD, Besser TE, Rice DH, et al. Miltiple sources of
Escherichia coli Ol57 in feedlots and dairy farms in the
Nort hwestern USA. Prev. Vet. Med. 1998; 35: 11-19.

\10\ Smith, D, Blackford M Younts S, et al. 2001. Ecol ogica
rel ati onshi ps between the preval ence of cattle shedding E. col
O157: H7 and characteristics of the cattle or conditions of the
feedl ot pen. J. Food Prot. 64(12): 1899-1903.

\'11\ Hancock DD, Besser TE, Kinsel M., Tarr PI, Rice DH, and
Paros MG The preval ence of Escherichia coli O157 in dairy and beef
cattle in Washington State. Epidem ol. Infect. 1994; 113: 199-207.

\12\ Garber L, Wells S, Schroeder-Tucker L, et al. Factors
associ ated with fecal sheddi ng of verotoxin-producing Escherichia
coli O157 on dairy farns. J. Food Prot. 1999; 62(4): 307-312.

\ 13\ Besser TE, Hancock DD, Pritchett LC, et al. Duration of
detection of fecal excretion of Escherichia coli Ol57:H7 in cattle.
J Infect. Dis. 1997; 175: 726-729

\14\ Rice DH, Ebel ED, Hancock DD, et al. Escherichia coli 0157
in cull dairy cows on farmand at slaughter. J. Food Prot. 1997,
60(11): 1386-1387.
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Five multistate studies reported the apparent preval ence of
breedi ng herds containing one or nore infected cattle. These estinmates
were 24 percent (22 of 91 herds),\15\ 61 percent (8 of 13 herds),\ 16\
75 percent (27 of 36 herds),\17\ 87 percent (13 of 15 herds),\18\ and
100 percent (6 of 6 herds).\19\

At the February 29, 2000, public neeting, FSIS presented
prelimnary results fromthe FSIS draft risk assessnent for E. col
O1L57: H7 in ground beef. These prelimnary results did not incorporate
the evidence presented at this neeting fromthe ARS (El der 2000). The
best estimate of the preval ence of E. coli OL57:H7 in live cattle
destined for ground beef production was given as just over 10 percent.
The bounds of uncertainty depended upon the class of animal considered,
fed or culled, and ranged fromless than 5 percent to greater than 15
percent. For plants that slaughter culled cattle, the estinmated
preval ence of E. coli Ol57: H7-contam nated 2000 pound conbo-bi ns was
given as 15 percent, with a range fromgreater than 5 percent to |ess
than 30 percent. For steers and heifers, the estimted conbo bin
preval ence was over 40 percent, with a |lower bound greater than 20
percent and an upper bound | ess than 60 percent.

Trimfrombins is nmixed together and ground to achi eve product with
specific fat content. The m xing of the contents of several conbo bins
di sperses the E. coli O1l57:H7 organisnms and results in ground product
with a |l ower concentration, but higher preval ence, of contam nation
than in the original bins. Prelimnary risk assessnent estimates
suggested that nearly 90 percent of grinder |oads had at | east one E
coli O157:H7 organism present with a | ower bound greater than 70
percent and an upper bound greater than 95 percent.

The estimtes presented at the public neeting were prelimnary and
were prem sed on the assunption that slaughter plants were achi eving an
average of about 1.5 10910 reduction of E. coli Ol57:H7 as a result of
decont am nati on neasures taken after dehiding and after carcass
splitting. At this tinme, FSIS does not have infornmation about the | eve
of log reduction for E. coli Ol57:H7 being achieved in specific
sl aughter operations or thereafter, or about whether the 1.5 |0gl0
reduction nodeled in the risk assessnent is conparable to what industry

\15\ Garber L, Wells S, Schroeder-Tucker L, et al. Factors
associ ated with fecal sheddi ng of verotoxin-producing Escherichia
coli O157 on dairy farns. J. Food Prot. 1999; 62(4): 307-312.

\'16\ Hancock DD, Besser TE, Rice DH, et al. A |ongitudinal study
of Escherichia coli O157 in fourteen cattle herds. Epidem ol
Infect. 1997; 118: 193-195.

\'17\ Hancock DD, Rice DH, Herriot DE, et al. Effects of farm
manur e handl i ng practices on Escherichia coli Ol57 preval ence in
cattle. J. Food Prot. 1997; 60(4): 363-366.

\18\ Lagreid WN Elder RO, and Keen JE. Preval ence of
Escherichia coli OL57:H7 in range beef calves. Epidem ol. Infect.
1999; 123(2): 291-298.

\ 19\ Hancock DD, Besser TE, Rice DH, et al. Miltiple sources of
Escherichia coli Ol57 in feedlots and dairy farms in the
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is achieving today. If validated interventions being used today result
in mre than a 1.5 1 0gl0 reduction, and other factors remain the sane,
then the preval ence of E. coli O157:H7 would be a | ower percentage than
that reflected in the prelimnary risk assessnment estimates. FSIS
requests comment and data on these issues. FSISis still review ng the
draft risk assessnent and may further nodify its estinmates in the
future.

As noted above, on Novenber 5, 2001, FSIS announced the
availability of, and requested comrents on, its draft risk assessnent
for E. coli O157:H7 in ground beef (66 FR 55912). At that tinme, FSIS
al so submitted the draft risk assessnment to the National Acadenies of
Sci ence (NAS) for scientific peer review FSIS received 6 coments in
response to its request for comrents in the Federal Register. FSIS is
currently reviewi ng those comments. FSIS expects to receive NAS
coments concerning the risk assessnment shortly and may revise the risk
assessment based on NAS' comments and the public conments received.

Rel evant Data Requiring Reassessnent

Studi es before those of Smith and El der suggested that E. col
O157: H7 preval ence rates within herds were |low. A 1992-1993 FSIS
basel i ne survey of steer and heifer carcasses found 4 (0.2% of these
carcasses E. coli Ol57:H7-positive, and a 1993-1994 FSI S baseline
survey of cow and bull carcasses found none of the carcasses positive
for E. coli O157:H7. The USDA' s Aninal and Plant Health I nspection
Service-Veterinary Services-National Aninmal Health Monitoring System
al so conpl eted on-farm surveys of dairy cattle in 1992 and feedl ot
cattle in 1994. These national surveys found E. coli Ol57:H7 in 0.4
percent of dairy calves sanpled and 1.6 percent of feedlot cattle
sanpl ed. Thus, these results suggested that E. coli OLl57:H7 occurred in
cattle at a prevalence level that would require substantial nunbers of
sanpl es to detect the organismin a popul ation.

The results fromFSIS E. coli Ol57:H7 testing program since FSIS
began using its new testing nethod and certain research studies
di scussed above provide evidence that E. coli OL57:H7 is nore preval ent
than was thought before these data becane avail able, and that this
pat hogen may be a hazard that is reasonably likely to occur at al
stages of handling raw beef products. The specific studies cited above
that suggest that E. coli Ol57:H7 is nore preval ent than previously
thought in live cattle and carcasses are the study by Elder et al. and
the study by Smith et al. (both cited above).

FSIS is publishing this docunent to advise federally inspected
establishnments of the Agency's position on one aspect of its public
health strategy to deal with E. coli O157:H7 contanination and to
provi de an opportunity for comrent on that position, as FSIS continues
to devel op a conprehensive strategy. As expl ai ned under the HACCP
di scussi on above, the regulations require that establishments reassess
their HACCP pl ans whenever any changes occur that would affect their
hazard anal ysis or alter their HACCP plans. The availability of FSIS
testing data since FSIS began using the new testing nethod and the
information fromthe Smith and El der studies presented above is a
change that requires establishnments to reassess their HACCP pl ans
because these data provided evidence that E. coli OL57:H7 is nore
preval ent than was thought before this data becane avail abl e.
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The Elder and Smith studies were conpleted in 2000 and 1999
respectively, and published thereafter, and FSIS surveillance data from
its new testing method became available in 1999. FSIS has not
previously informed manufacturers of beef products that it believes
that the availability of these data constitutes a change that could
af fect an establishment's hazard analysis and alter its HACCP plans for
raw beef products. The prelimnary results of the draft risk assessnent
on E. coli 0O157:H7 support FSIS position. No nore recent data have
become avail able that would affect FSI'S conclusions regarding the
preval ence of E. coli Ol57: H7.

Based on anecdotal information fromits inspection program
personnel and from|In-Depth Verification Reviews (I1DVs), FSIS believes
t hat nost establishnents have not taken the data di scussed above into
account in their hazard analysis, and that establishments m ght not
have addressed E. coli O157:H7 in their HACCP plans or, for grinding
establishments, in programs that serve as prerequisites to HACCP pl ans.
Therefore, the Agency is issuing this notice inform ng the public of
its views concerning the inplications of the E. coli Ol57: H7 data
di scussed above.

According to the data fromthe studies discussed above, the feca
preval ence of E. coli OL57:H7 in fed cattle is significantly higher
than the fecal prevalence of E. coli OL57:H7 in culled breeding cattle
(dairy, beef cows, and bulls). However, FSIS believes that al
establishnments produci ng raw beef products, including those
sl aughtering culled breeding cattle or using neat fromculled breeding
cattle in processing, need to reassess their HACCP pl ans because the
data show that E. coli O157:H7 is present in culled breeding cattle,
because npbst sl aughter establishnments slaughter both fed and cull ed
breedi ng cattle, and because npost beef processing establishnents use
meat from both fed and cull ed breeding cattle. FSIS believes that
establ i shments that slaughter both types of cattle or use both types of
meat in processing would not devel op different HACCP plans for
sl aughtering fed versus culled breeding cattle or for processing neat
fromfed versus culled breeding cattle.

Pri or Reassessnments Based on Relevant E. coli O157: H7 Data

Because all establishnents are required to reassess their HACCP
pl ans at |east annually according to Sec. 417.4(a)(3), al
establ i shments shoul d have reassessed their HACCP plans at | east once,
and possibly twice, since the February 29, 2000, public neeting. As
not ed above, at that public neeting, FSIS, ARS, and the CDC presented
some of the data that provided evidence that E. coli O1l57: H7 was nore
preval ent than previously thought at that time, and that this pathogen
may be a hazard that is reasonably likely to occur at all stages of
handl i ng raw beef products. In addition, FSIS placed the transcript
fromthe public meeting on its web site shortly after the neeting.
Finally, FSIS released the draft risk assessment, which discussed the
publ i shed data that provide evidence that E. coli Ol57:H7 is nore
preval ent than previously thought, on its web page in Novermber 2001

Because FSI'S nade sonme of the data di scussed above available in
2000 and rel eased the draft risk assessment in 2001, establishnents
that produce raw beef products already nay have reassessed their HACCP
pl ans based on this data to determ ne whether E. coli Ol57:H7 is a
hazard reasonably likely to occur in their production of these
products, and, if so, whether their HACCP pl ans appropriately address
this hazard. Establishnments that already have taken the relevant E
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coli O157:H7 data into account in a reassessnment are not required to
conduct anot her reassessnent of their HACCP pl ans, provided these

est abl i shnments have evi dence of their reassessnent based on this data
that is available to FSIS inspection program personnel in their hazard
anal ysis, HACCP pl ans, or record of reassessnment. Establishnents should
have taken into account all of the data di scussed above that suggest
that E. coli Ol57:H7 is nore preval ent than previously thought: the
FSIS testing data and the data fromthe Smith and El der studies.

Qut cones of Reassessnents Based on Rel evant E. coli O157: H7 Data

Est abl i shnments that produce raw beef products that have not
conducted a reassessnent of their HACCP pl ans based on the relevant E
coli O157:H7 data di scussed above to determine whether E. coli OLl57:H7
is a hazard reasonably likely to occur in their production of these
products, and, if so, whether their HACCP pl ans appropriately address
this hazard, are required to conduct a reassessnent. |f this pathogen
is a hazard reasonably likely to occur, then it nmust be addressed in a
HACCP pl an through one or nore CCPs designed to control the pathogen.

Even establishnments that produce intact product will need to
reassess their HACCP plans based on the new E. coli O157:H7 data. These
establishnments are required to reassess their HACCP pl ans because nuch
i ntact beef product may be used to nmake non-intact product, such as
ground beef. According to Sec. 417.2(a)(2), establishments are
required to identify the intended use or consuners of the finished
product. Therefore, to be able to determ ne the adequacy of their HACCP
pl ans, establishnments that produce intact beef products need to
deternm ne whether their products will be used to produce raw, nhon-

i ntact product.

Thi s docunment addresses only the need for HACCP pl an reassessment.
FSI'S cannot predict the |ikelihood that an establishnment producing raw
beef products will need to incorporate, or alter, controls to prevent,
elimnate, or reduce E. coli Ol57:H7 to an acceptable level (i.e., a
| evel that would not be detectable using the FSIS testing nmethod or a
method with a sensitivity at |east equivalent to FSIS nethod) in one
or nore HACCP plans as a result of plan reassessnment. FSI'S does
bel i eve, however, that given the FSIS testing data and the data from
the Elder and Smith studies di scussed above, establishments should
strongly consider the possibility that E. coli O157:H7 contam nation is
a hazard reasonably likely to occur in their production of beef
products, especially if an establishment produces non-intact product
that has been or could be adulterated with E. coli O157: H7 or produces
i ntact product that is to be used for non-intact product, and this non-
i ntact product has been or could be found to be adulterated with E
coli O157: H7.

In determining whether E. coli Ol57:H7 is a hazard reasonably
likely to occur in the production process for their raw beef products,
establishments should take into account whether their raw beef products
have tested positive for E. coli OL57:H7 in either FSIS or industry
testing. They should al so consider whether there is a reasonabl e
likelihood of E. coli Ol57:H7 contam nation of their raw beef products
in the absence of controls (see Sec. 417.2(a)(1)).

Al t hough all establishments produci ng raw beef products are
required to reassess their HACCP plans, sonme establishments may
determ ne that they do not need to change their HACCP pl ans. For
exanpl e, some establishnments may al ready address E. coli O157:H7 in
their HACCP plans. Even if these establishments did not take the FSIS
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testing data and the Snmith and El der data into account in their prior
hazard anal ysis, they may determ ne that their HACCP plans are stil
adequate to prevent, elimnate, or reduce E. coli OL57:H7 to an
undetectable level in light of the data, and that these data do not
affect their hazard analysis. Simlarly, establishments that produce
raw i ntact product that will not be further processed into raw, non-

i ntact product may determ ne that these data do not affect their hazard
anal ysis, and that their HACCP plans do not need to be changed.

Critical Control Points and Sanitation SOPs and Ot her Prerequisite
Pr ogr ans

The regul ations require that establishments devel op HACCP pl ans
that include critical control points (CCPs): points, steps, or
procedures in a food process at which a control can be applied, and, as
a result, a food safety hazard can be prevented, elimnnated, or reduced
to acceptable levels. FSIS considers an acceptabl e reduction for E.
coli O157:H7 to be a reduction to an undetectable |evel

Because controls to reduce the risk of E. coli O157: H7
contami nati on when the product is still intact nay be the best neans of
controlling the hazard, FSIS believes that slaughter establishnents and
deboni ng establishments should strongly consider putting in place one
or nore validated CCPs that are designed to elinm nate or reduce E. col
O157: H7 and ot her pathogens. If such establishments have controls in
pl ace to address E. coli 0O157:H7 specifically, they cannot concl ude
that the pathogen is not a hazard reasonably likely to occur in the
absence of those controls. FSIS believes that any interventions that
sl aughter and deboni ng establishnments use to address E. coli O157: H7
shoul d be incorporated into their HACCP plans. At this tinme, FSIS is
not aware of any prerequisite prograns that are appropriate for use in
sl aughter and deboni ng establishnments to address E. coli O157:H7. FSIS
advises that it intends to scrutinize very closely the hazard anal yses
and HACCP pl ans of those slaughter or deboning establishments that
conduct, or have conducted, a reassessnent and decide that an
intervention for E. coli Ol57:H7 is not necessary.

According to the requirenments of Sec. 417.4(a)(1l), establishnments
nmust validate CCPs to ensure that they can successfully apply a
scientifically appropriate CCP to prevent, elimnate, or reduce E. col
O157: H7 under their conmercial operating conditions (see 61 FR 38826-
38827). Until establishments denmonstrate that the CCP achi eves the
antici pated effect under actual in-plant conditions, effectiveness of
the CCP is theoretical, and the plan is not validated. Based on
i nformation frominspection program personnel and IDVs, FSIS believes
that many establishments have not validated their CCPs based on actua
i n-plant conditions.

Publ i shed scientific studies have denpnstrated that there are
ef fective decontam nati on nmethods that can be used for preventing,
elimnating, or reducing E. coli O157:H7. Establishnents can validate
their CCPs for E. coli O157:H7 by ensuring that the operation of the
CCP in their plant can neet the parameters of these studies, and by
chal | enge studi es using an appropriate surrogate for E. coli O1l57: H7
that could include, but not be linmted to, E. coli and coliforms. There
are no situations in which inspection program personnel will ask that
establishnments introduce pathogenic or harnful bacteria into the
establishnents to validate the effectiveness of CCPs. Establishments
can ensure the effectiveness of their CCPs through nonitoring,
verification, and corrective action procedures in their witten HACCP
pl ans.
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FSI S believes that establishnments that receive product for grinding
al so shoul d address E. coli O157:H7. These establishments can enpl oy
validated CCPs in their HACCP plans to address E. coli OL57: H7.
Interventions are becoming available to grinders. These establishnents
can al so establish and require that specifications for the raw materi al
that they purchase be net by suppliers. FSIS believes that grinders
t hat have purchase specifications that require that all of their
suppliers have one or nore CCPs in their HACCP plans that are validated
to elimnate or reduce E. coli O157: H7 bel ow detectable | evels and that
ensure that these specifications are net nay determ ne that no
addi tional steps to address E. coli Ol57: H7 are necessary in their
production process for ground beef. However, given the nature of the
pat hogen, FSIS strongly recomrends that grinders that have purchase
speci fications addressing E. coli O157: H7 deterni ne whet her CCPs
preventing E. coli O157:H7 growth or contami nation after product receipt
are necessary.

Grinders could incorporate purchase specifications to prevent E
coli O157: H7-contam nated product fromentering their establishment in
their HACCP pl ans. However, the Agency al so recogni zes that sone my
argue that purchase specifications addressing E. coli Ol57:H7 do not
I end thenselves to a point, step, or procedure in a food process at
whi ch control can be applied (see definition of “~“critical contro
point'' in Sec. 417.1). Also, if grinding establishnents have purchase
specifications addressing E. coli Ol57:H7 that require that incom ng
product has been treated to elimnate or reduce E. coli Ol57:H7 to an
undetectable level, and if they ensure that these specifications are
met, these establishments may determne that they do not need a
separate CCP to eliminate or reduce E. coli OL57:H7 after receipt of
product. In recognition of these arguments, FSIS advises that grinders
may choose not to include purchase specifications addressing E. col
O157: H7 as CCPs in their HAACP plans. If they do not include these
purchase specifications as CCPs in their HACCP pl ans, however
establishments should incorporate themin their Sanitation SOPs, which
FSI'S has recogni zed as prerequisites for HACCP (61 FR 38834), or in
ot her programs that are prerequisites for HACCP (prerequisite
prograns).

Current regul ations do not include specific requirenents for
prerequi site programnms other than Sanitation SOPs. However, under Sec.
417.5(a) (1), establishnments nust maintain records of their hazard
anal ysis, including all supporting docunentation. According to the
regul ati ons, the hazard analysis must include the food safety hazards
that can occur before, during, and after entry into the establishnent
(Sec.417.2(a)). |If an establishment has determined in its hazard
analysis that E. coli Ol57:H7 is a hazard that can occur at one of
these points but is not reasonably likely to occur in the
establishnment's processi ng because the establishment has a prerequisite
program wi th purchase specifications addressing E. coli OL57: H7,

i nformati on concerning the prerequisite programis supporting
docunent ati on that nust be maintained under Sec. 417.5(a)(1). A
docunent ati on supporting the hazard anal ysis nust be nade available to
FSI'S upon request (Sec.417.5(f)).

FSI'S expects the supporting documentati on concerning prerequisite
programnms other than Sanitation SOPs to include the prograns' procedures
and operational controls in witing. In addition, FSIS expects the
docunentation to include records that docunent that the programis
effective, and that E. coli Ol57:H7 is not reasonably likely to occur
W t hout this docunmentation, FSIS would question the adequacy of the
establ i shment's HACCP system and hazard anal ysi s.
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Est abl i shments shoul d revise their prerequisite prograns, as
necessary, to ensure their effectiveness and should take appropriate
corrective actions when they deternmine that their prerequisite prograns
may have failed to prevent contanmination or adulteration of product. If
establishnments that address E. coli OL57:H7 in their prerequisite
programs and not in their HACCP plans produce E. coli O157: H7-positive
product, this occurrence would be considered a "~ "deviation not covered
by a specified corrective action'' or an "~ unforeseen hazard'' (Sec.
417.3(b)). Therefore, these establishnents would be required to take
the corrective actions, including reassessment, set forth in Sec.

417. 3(b).

As with other prerequisite prograns that include purchase
specifications addressing E. coli O157:H7, establishments with
Sanitation SOPs that include purchase specifications addressing E. col
O157: H7 may concl ude that the pathogen is not reasonably likely to
occur in the establishnments' processing because of the Sanitation SOPs.
However, unlike other prerequisite prograns, current regul ations
provi de requirenents for Sanitation SOPs and ensure that FSIS has
access to establishments' records docunmenting the inplenentation and
noni toring of the Sanitation SOPs. According to the Sanitation SOP
regul ati ons, establishments that include purchase specifications
addressing E. coli OL57:H7 in their Sanitation SOPs will need to
evaluate routinely the effectiveness of these purchase specifications

in preventing the adulteration of their products. They will also need
to revise these purchase specifications as necessary to keep them
effective (see Sec. 416.14). Moreover, they will need to maintain

records to docunent the inplenmentation, nonitoring, and correction of
their purchase specifications (see Sec. Sec. 416.15 and 416. 16).

Under Sec. 416. 15, establishnments are required to conduct
corrective actions when they deternmine that their Sanitation SOP may
have failed to prevent direct contamination or adulteration of product;
however, under Sec. 416.15, establishments are not required to
reassess their Sanitation SOPs when they deternmne that their
Sanitation SOPs may have failed to prevent direct contamni nation or
adul teration of product. |f establishnents that address E. coli.
OL57:H7 in their Sanitation SOPs and not in their HACCP pl ans produce
E. coli. O157:H7-positive product, this occurrence would be considered
a " “deviation not covered by a specified corrective action'' or an
““unforeseen hazard'' (Sec. 417.3(b)). Therefore, these establishnents
woul d be required to take the corrective actions, including
reassessment, set forth in Sec.417.3(b).

FSIS received a petition dated Decenber 30, 1999, signed by
nunmer ous neat and poultry trade organi zations (see 65 FR 30952 for
information on this petition and the text of this petition). The
petition stated that a HACCP plan is only one part of a plant's overal
food safety system and that other integral conponents of that system
i nclude Sanitation SOPs, various good manufacturing practices, and
ot her prerequisite progranms that are needed to formthe foundation for
the HACCP system The petition stated that FSIS should recogni ze these
ot her components of establishments' food safety systens when
determ ni ng whet her HACCP pl ans are adequate.

In this notice, FSIS is recognizing that establishnents receiving
raw beef product for grinding can effectively include purchase
specifications addressing E. coli. Ol57:H7 in Sanitation SOPs and ot her
prerequi site prograns. FSIS has made no general determ nations
concerning food safety hazards other than E. coli. Ol57:H7 and no
general determ nations concerning what circunstances other than
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grinders' receiving product that neets purchase specifications can be
addressed through prerequisite prograns, rather than HACCP. If
establishnments, other than grinders, address any food safety hazard in
a prerequisite program and if grinders include nmore than purchase

specifications addressing E. coli. OL57:H7 in their prerequisite
programs, FSIS will review the establishnments' supporting docunentation
for these progranms and will make a determ nati on concerning the

adequacy of these prograns, applicable HACCP plans, and hazard anal yses
on a case-by-case basis.

FSI'S does not believe that establishnents receiving raw beef
product for grinding will be able to substitute Sanitation SOPs or
ot her prerequisite prograns addressing E. coli. O157:H7 for their HACCP
plans in their entirety because the Agency does not believe that E
coli. OLl57:H7 contam nated product from outside sources would be the
only food safety hazard reasonably |ikely to occur in the production of
ground beef in the absence of controls. For establishnents receiving
raw beef product for grinding, FSIS believes that Sanitation SOPs or
ot her prerequisite prograns together with HACCP plans function as food
safety HACCP systens that effectively produce safe, unadulterated
product .

Verification

All establishnments are required to conduct on-going verification
activities to ensure that their HACCP plans are effectively inplenented
(Sec. 417.4(a)(2)). Whether the establishnent has CCPs addressing E
coli. OLl57:H7 in their HACCP plans or has concl uded the pathogen is not
reasonably |ikely to occur because it has purchase specifications that
prevent the pathogen fromentering the facility, the establishment is
required to conduct on-going verification activities to ensure that any
CCP is adequately addressing E. coli. O157:H7, or that the purchase
specifications continue to prevent the pathogen fromentering the
facility. FSI'S recomends that establishments' verification activities
i nclude testing for E. coli. OL57: H7.

State I nspection Prograns and Progranms Qutside the United States (U. S.)

Est abli shnments in states that have their own inspection prograns
that produce raw beef products and that have not al ready done so nust
reassess their HACCP plans in light of the E. coli. Ol57:H7 data
di scussed above. Simlarly, producers outside the U S. that inmport raw
beef product into the U S. that have not already done so will have to
reassess their HACCP systens based on the data di scussed above.

FSIS Actions To Enforce and Facilitate Conpliance Wth the Reassessnent
Requi r ement

Est abl i shnments that produce raw beef products are to reassess their
HACCP pl ans unl ess they have already reassessed their HACCP pl ans based
on the E. coli. Ol57:H7 data that suggest that the pathogen may be nore
preval ent than previously thought, and they have evidence of this
reassessnent that is available to FSIS inspection program personnel in
their hazard anal ysis, HACCP plans, or record of reassessnment. Although
establishnments are not required to maintain a witten record of their
reassessment, FSIS encourages themto do so.

The Agency intends to instruct its inspection program personnel to
determ ne whet her reassessnents were conducted or are being conducted
and to begin making this determ nati on on Novenber 6, 2002. At this
time, inspection program personnel will ensure that all establishnments
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produci ng raw beef products are aware that the Agency has issued this
notice and will ensure that those establishments that have not yet
reassessed their HACCP pl ans based on the relevant E. coli Ol57: H7 data
di scussed above begin their reassessnment in tine to conplete it by the
foll owi ng date according to plant size: Decenber 6, 2002 for |arge
plants (all establishnments with 500 or nore enpl oyees); February 4,
2003 for small plants (all establishments with 10 or nore enpl oyees but
fewer than 500); and April 7, 2003 for very small plants (al
establishments with fewer than 10 enpl oyees or annual sal es of |ess
than $2.5 million). FSIS will not begin enforcing the required
reassessment until Decenber 6, 2002 for |arge plants; February 4, 2003
for small plants; and April 7, 2003 for very small plants. By | ooking
into establishments' reassessment actions prior to the tine they are
required to conplete their reassessnments, FSIS will ensure that al

est abl i shnents produci ng raw beef products, including those that are
smal |l and very small businesses that may not belong to a trade
association, are aware of this notice. FSIS will mail this notice to
all small and very small plants prior to the effective date for
reassessment.

The Agency then intends to instruct its inspection program
personnel to collect data concerning the outcomes of the required
reassessment and to begin collecting this data on: Decenber 23, 2002
for large plants; February 19, 2003 for small plants; and April 21
2003 for very small plants. Inspection program personnel will collect
data concerning (1) whether establishnments reassessed their HACCP pl ans
based on the relevant E. coli Ol57:H7 data prior to or after
publication of this notice; (2) whether establishnments changed their
HACCP pl ans or prerequisite programs as a result of a reassessnment that
took this data into account; (3) if establishments changed their HACCP
pl ans or prerequisite prograns, how the plans or prerequisite prograns
were changed; and (4) if establishnments did not change their HACCP
pl ans or prerequisite prograns, the reasons the plans or progranms were
not changed. If an establishnent does not reassess its HACCP plans in
accord with this docunment, FSIS will evaluate the establishnent's
conpliance with Part 417.

Gui dance

FSI'S is naking avail able guidelines entitled, " Guidance for Beef
Grinders and Suppliers of Bonel ess Beef and Trim Products'' on the
Internet (http://frwebgate.access. gpo. gov/cgi -
bi n/ | eavi ng. cgi ?f ronel eavi ngFR. ht M & og=l i nkl og&t o=http://ww. fsis.usda

gov/ oppde/ rdad/ publications.htnm). In this guidance material avail able
today, FSIS is providing recomendations for reducing the occurrence of
E. coli 0O157:H7 and Sal nonella in ground beef, bonel ess beef, and trim
products. FSIS initially made this guidance material available to the
public in March 1998. FSIS has expanded this guidance material to

i ncl ude gui dance for suppliers of bonel ess beef and trim and
recommendati ons for reducing Sal nonella in ground beef, bonel ess beef,
and trim products.

In the guidance nmaterial, to further reduce the risk of E. col
O157: H7 contami nation after product receipt, FSIS is reconrendi ng that
grinders receiving product fromnore than one supplier prevent any
m xi ng of product fromdifferent suppliers, unless they can denonstrate
that the source materials fromthe different suppliers have been
adequately treated to elimnate or reduce E. coli OL57:H7 to an
undet ectabl e | evel . Keeping product fromdifferent suppliers separate
will prevent any potentially E. coli Ol57:H7-contan nated source
material from adulterating source materials from other suppliers. Also,
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by keeping product fromdifferent suppliers separate, grinders will be
able to identify the potential source of any E. coli O157: H7-
cont ami nat ed product should the pathogen be detected. If FSIS finds
sanpl es of ground beef produced from suppliers' source materials
outside the grinding establishnent or retail facility to be positive
for E. coli O157:H7, FSIS intends to notify the supplying
establ i shments that they may have supplied E. coli Ol57: H7-positive
product to a grinding establishnment or retail facility.

FSIS intends to gather pertinent information concerning suppliers
from Federal grinding establishnments and retail facilities. If FSIS
confirms that ground product is positive for E. coli O157:H7, FSIS
intends to obtain from Federal grinding establishments the follow ng
i nformati on concerning their suppliers of the source materials: the
nanme, point of contact, and phone nunber for the establishnments
supplying the source materials for the lot of ground beef sanpled; the
supplier ot nunbers and production dates; and any other information
that woul d be useful to suppliers that nay have supplied E. col
O157: H7-positive product to Federal grinding establishments. Simlarly,
at the tinme FSIS collects sanples of ground beef fromretail facilities,
FSIS will obtain fromthe retail facility the nanes and establi shnent
nunbers of the establishments supplying the source materials for the |ot
of ground beef sampled, the supplier |ot nunbers and producti on dates,
and any other information that would be useful to suppliers if they are
later notified of an E. coli O157: H7 positive finding.

Under Sec. 320.1(b) (1), establishnments and retail facilities are
required to keep records of each transaction involving their purchasing
or receiving any nmeat or meat food product. These records nust show the
name or description of the articles they purchase or receive (Sec.
320.1(b)(1)(i)) and the name and address of the seller of the articles
they purchase (Sec.320.1(b)(1)(iv)). Establishnments and retai
facilities nust provide FSIS access to these records (Sec. 320.4, 21
U S.C 642). FSIS expects that supplier |ot nunbers and production
dates are normally avail abl e at Federal grinding establishnments and
retail facilities. In addition, FSI'S expects that establishnents or
retail facilities would normally obtain the contact information FSIS is
col | ecti ng.

In addition, FSI'S is naking available on the Internet address
previously |isted new gui dance material on reducing the occurrence of
E. coli O157:H7 for beef slaughter establishnents and for Iive ani mal
producers. In the guidance material for beef slaughter establishnents,
FSI'S has included exanples of published studies of decontan nation
met hods that can be used as critical control points addressing E. col
O157: H7.

The Agency invites comments on the guidance materials it is making
avail able. In the guidance materials, FSIS is enphasizing that it is
i mportant for everyone who is involved in producing beef products to
have in place nmeasures designed to prevent, elimnate, or reduce the
presence of E. coli Ol57:H7 in their products.

In both the guidance naterial for beef grinders and suppliers of
bonel ess beef and trim products and the gui dance material for beef
sl aughter establishments, FSIS is recommendi ng that establishnments
consider that E. coli O157:H7 preval ence may be higher in April through
Sept enber than during other tinmes of the year, and that they may have
to account for this increased preval ence in their HACCP systens.

20



Several studies show that the period fromJune to Septenber is a high
preval ence season.\20\ In addition, FSIS has recently reviewed
establishnment testing data that show greater E. coli 0O157: H7 preval ence
in April through Septenber. To account for increased E. coli OLl57:H7
preval ence, establishnments may need to conduct nmore frequent or nore
rigorous verification activities, and they may need to enpl oy nore
rigorous interventions, during April through Septenber.

Finally, at the Internet address previously listed, FSIS is making
avail abl e gui dance material on the procedures for joint FSIS and FDA
approval of ingredients and sources of radiation, including
antimcrobials, used in the production of nmeat and poultry products and
speci fic gui dance on the use and | abeling of ingredients and sources of
radi ati on used to reduce mcroorgani sms, particularly E. coli O157: H7,
on beef carcasses, ground beef, and beef trimm ngs. This guidance
document al so includes a discussion on direct and secondary direct food
addi tives and the appropriate use of the ingredient statement on the
| abel of treated neat.

FSIS E. coli O157: H7 Testing Program

Currently, FSIS tests only raw ground beef products for E. col
OL57:H7. In addition to continuing to test for E. coli OL57:H7 in raw
ground beef, FSIS is considering testing raw beef trinmm ngs and ot her
intact materials used in non-intact product and beef carcasses and
parts (primals and subprimals) that will be processed into non-intact
product. FSIS is considering testing trinmm ngs, other source materials
for non-intact product, and carcasses and parts that will be processed
into non-intact product because controls to reduce the risk of E. col
O157: H7 when the product is still intact may be anpbng the best ways to
control the hazard. FSIS testing would verify the effectiveness of
t hese controls. Such controls would include interventions used at
sl aughter, proper chilling practices, and segregating product that has
been treated with interventions from product that has not. The only
treatment available to elimnate E. coli OL57:H7 in raw, non-intact
product (e.g., ground beef, blade tenderized steaks, and bl ade
tenderi zed roasts) is a full bactericidal treatnment, such as
irradi ati on or cooking. However, there are also treatnents that can be
used that have been shown to reduce significantly the level of this
pat hogen. At this time, FSIS has not finalized plans to begin E. col
OL57: H7 testing of raw beef trimrngs, other intact materials used in
non-intact product, and beef carcasses and parts that will be processed
into non-intact product.

\20\ Garber, L., et al., Factors associated with the sheddi ng of
ver ot oxi n- produci ng Escherichia coli 0157 on dairy farns. J Food
Prot. 1999; 62(4): 307-312; Hancock, D.D., et al., The preval ence of
Escherichia coli O157 in dairy and beef cattle in Washington State.
Epi dem ol Infect. 1994; 113: 199-207; Hancock D., Personal
comuni cati on. Ongoing research project in collaboration w th FDA-
CYM 2001; Hancock, D.D., et al., Effects of farm manure handling
practices on Escherichia coli OL57 prevalence in cattle. J Food
Prot. 1997; 60(4): 363-366. Heuvelink, A E., et al., Occurrence of
ver ocyt ot oxi n- produci ng Escherichia coli O157 on Dutch dairy farnms.
J Cin. Mcrobiol. 1998; Dec: 3480-3487; Van Donkersgoed, J.T., et
al ., The preval ence of vertoxins, Escherichia coli 0O157:H7, and
Sal nonella in the feces and runen of cattle at processing. Can Vet
J. 1999; 40: 332-338.
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Al though it has not finalized its plans regarding verification
activities at establishnments that produce intact product, FSIS intends
to conduct verification activities at establishments that supply intact
product to grinding establishments when the Agency determines that a
supplier may be responsible for E. coli OLl57: H7-positive ground
product. In this situation, FSIS intends to conduct verification
activities concerning the supplier’'s HACCP system and Sanitation SOPs.
FSIS also intends to conduct verification tests on tri mwhen the Agency
finds ground product at a grinder that receives product from outside
sources positive for E. coli Ol57:H7 and is able to identify the
supplier.

FSIS received a petition fromthe Center for Science in the Public
Interest (CSPI), dated July 1, 2002, requesting that, in addition to
its current testing of raw, ground beef for E. coli O157:H7, FSIS
conduct E. coli 0O157:H7 testing of raw beef carcasses and beef trim In
their petition, CSPI also stated that slaughterhouses should be
required to conduct E. coli O157:H7 testing of carcasses and trimm ngs.
FSI'S has posted a copy of the petition on the Internet at the address
previously |isted.

FSIS al so received a letter from Excel Corporation, dated June 10,
2002, that included recommendations for changing FSIS ' testing
program Excel Corporation stated that FSIS ' sanmpling frequency shoul d
be based on what scientific evidence shows about the applied
intervention's effectiveness in reducing E. coli Ol57:H7. Excel also
stated that carcasses would need to be sanpled nore frequently than
trimand trimnore frequently than ground beef to reach the sane |eve
of statistical verification of the effectiveness of an intervention
process.

Excel al so reconmended that FSIS provide that ground beef that has
been tested and found negative for E. coli OL57:H7 could be labeled to
indicate this fact, so that FSIS program personnel would reduce their
sanmpling of this product once it is at retail. Excel recomended the
foll owi ng statement be allowed on product that tests negative for E
coli O157:H7: " Product sanpled and sanple tested and found negative for
E. coli O157:H7.'' FSIS has posted a copy of the letter on the Internet.

In nodifying its verification sanpling and testing programfor E
coli O157:H7, FSIS will consider the data that its inspection program
personnel collect concerning establishments'' actions in response to
the required HACCP plan reassessnment and comrents recei ved concerning
the Agency's E. coli O157:H7 testing program the CSPlI petition, and
the letter from Excel Corporation.

FSIS Directive 10,010.1

According to the Agency's current sanpling and testing program
instructions in FSIS Directive 10,010.1, FSIS does not typically
col l ect raw ground beef sanples for E. coli OL57:H7 testing at
establ i shments that conduct activities addressing E. coli OL57: H7 that
are specified in the Directive, including testing for E. coli Ol57: H7.
Recently, FSIS found that some of these establishnments producing raw
ground beef have had problenms with E. coli O157: H7 contam nation
Therefore, FSIS is in the process of revising the Directive so that no
establishnments produci ng raw ground beef will be exenpt fromFSIS E
coli O157:H7 sanpling and testing. FSIS intends to sanple and test
product fromall grinding establishnments at this time. FSIS will also
be devel oping a risk-based verification programthat takes into account
such factors as vol une of production and effectiveness of
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i nterventions.

FSI'S al so intends to revise Directive 10,010.1 to make it
consi stent with HACCP. According to the existing Directive, if FSIS
collects a raw ground beef sanple from an establishnent that tests
positive for E. coli O157:H7, FSIS nust continue to collect sanples
fromthat establishment until the Agency has obtai ned 15 consecutive
negative test results.

FSIS intends to renove this provision fromthe Directive because
FSI'S believes that this policy is inconsistent with HACCP. Under HACCP,
it is the establishnment's responsibility to take appropriate corrective
actions when a sanple tests positive for E. coli O157: H7.

VWen FSIS has rempbved fromthe Directive the provision requiring 15
consecutive negative FSIS E. coli OL57:H7 test results follow ng an
FSIS E. coli O157:H7 positive test result, FSIS will exercise its
discretion in determning the appropriate nunber of followup sanples
to collect and test and will make this determnination based on the
suspected cause of E. coli OL57:H7 contamni nation and the
establishnent's corrective action

The current Directive defines the “~“sanpled lot'' as all raw ground
beef products produced between performance of complete cleaning and
saniti zation procedures for all equi prent used in handling or
processing a raw ground beef product. FSIS believes that this
definition is too prescriptive, and that, under HACCP, establishnents
shoul d be given nore flexibility concerning the definition of the
sanpled lot. Therefore, FSISis revising the Directive to recognize the
establishnment's definition of the sanpled |ot, provided the
establ i shnment has a scientific or other supportable basis for defining
the sanpled | ot.

FSI S cautions, however, that an establishnment's defined |ot size
does not relieve an establishment fromits responsibility to consider
whet her there are connections between |lots. For exanple, if multiple
| ots of raw ground product were produced fromsource materials fromthe
same production lot of a single supplier, and sonme of this product was
found positive for E. coli O157:H7, FSIS would expect the establishment
to have a scientific basis that justifies why any raw ground product
produced from those source materials should not be considered to be
adul ter at ed.

Finally, FSIS intends to revise the Directive to specify that the
Agency will only collect sanples of product that has passed pre-
shi pment record review in accordance with Sec. 417.5(c).

FSI'S does not intend to discontinue its E. coli O1l57:H7 testing
program By conducting its own verification sanpling and testing
program FSIS will have neani ngful data on the occurrence of E. col
O157: H7 in beef processing operations. FSIS invites conment on the
issues related to FSI'S Directive 10.010. 1.

Comrent s

In response to the February 11, 2000, notice announcing the
February 29, 2000, public neeting, FSIS received 294 coments, 285 of
whi ch were identical coments. Comments were from consuners, consuner
groups, industry associations, a food ani mal concerns organi zati on, and
an FSIS enpl oyee. Comments addressed various issues including FSIS
policy concerning non-intact products announced in the January 19,

1999, policy statement, FSIS and industry testing for E. coli Ol57: H7,
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and the FSIS E. coli O157:H7 risk assessnent data that were presented
at the February 29, 2000, public neeting. In addition, severa
comenters responded specifically to the questions for consideration
that FSIS listed in the February 11, 2000, notice.

FSI S considered these comments when it devel oped plans to meke the
i ntended changes to Directive 10,010.1 di scussed above. FSIS wil|
continue to consider these conments, any comments submitted in response
to this notice, the data that its inspection program personnel coll ect
concerning establishnments' actions resulting fromthe required
reassessnment, and baseline data for raw beef components of ground beef
and beef patties and, possibly, baseline data for carcasses, as it
determines howit will nodify its E. coli OL57:H7 testing program and
as it makes any additional changes to the Directive addressing the
program

E. coli OL57:H7 in Intact and Non-Intact (Tenderized) Beef

In May 2001, FSIS requested that the National Advisory Conmittee on
M crobiological Criteria for Foods (NACMCF) answer several questions
with regard to E. coli O157:H7 in bl ade-tenderized, non-intact beef.
NACMCF revi ewed data from Kansas State University to respond to these
gquestions. A February 14, 2002, report from NACMCF that includes FSIS
guestions and NACMCF' s response to the questions is available on the
Internet at: http://frwebgate. access. gpo. gov/cgi -
bi n/ | eavi ng. cgi ?f ronel eavi ngFR. ht M & og=l i nkl og&t o=http://ww. fsis.usda

gov/ OPHS/ NACMCF/ i ndex. ht m

Based on the Kansas State data, NACMCF concl uded that non-intact,
bl ade tenderi zed beef steaks could potentially contain an infective
dose of E. coli O157:H7 in their interior. NACMCF al so concl uded that
bl ade tenderized steaks do not present a greater risk to consumers than
i ntact beef steaks with regard to E. coli O157:H7 if the neat is oven
broil ed and cooked to an internal tenperature of 140[deg] F or above.
However, NACMCF did not conclude that bl ade tenderized steaks pose no
greater risk than intact steaks when cooked by other nethods or when
cooked to |l ower tenperatures. The report suggested that bl ade-
tenderi zed steaks nmay pose a risk, particularly to i munoconprom sed
i ndi vi dual s, when served very rare with cold spots (that is, when
cooked to an internal tenperature of |less than 120[deg]F). All of
NACMCF' s risk estimtes were based on a worst case scenario that
assuned a very high concentration (3 x 10% cfu/gm) of E. coli O157:H7 in
raw product.

NACMCF concl uded that there is insufficient data to assess whet her
non-intact, blade tenderized beef roasts present a greater risk to
consuners than intact beef roasts with regard to E. coli O157:H7 if
prepared simlarly to intact beef roasts.

Simlarly, NACMCF concluded that there was insufficient data to
respond to the question of whether scientific evidence supports the
need for a | abeling requirement to distinguish between intact and non-
i ntact products to protect the public.

The NACMCF report identifies research needs for addressing E. col
O157: H7 in bl ade tenderized steaks and makes reconmendations to FSIS
concerning the Agency's future requests to NACMCF about this issue. In
the event of an outbreak or a sporadic case of illness attributed to
the consunption of beef steak, the report recomrends that the CDC and
FSI'S gat her data on cooking practices for the product that caused the
illness, the processing of this product, and the purchase | ocations of
this product.
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FSI'S has al so conducted a conparative risk assessnment of intact
(nontenderi zed) and non-intact (blade tenderized) steaks. The results
of the risk assessment are consistent with those of NACMCF. The risk
assessment concluded that the risk of E. coli Ol57:H7 illness is not
greater for broiled tenderized steaks than for broiled non-tenderized
steaks at tenperatures between 110[deg]F and |l ess than 140[ deg] F,
regardless of the initial E. coli O157:H7 contam nation |level or the
susceptibility of the consumer. Also, the risk assessnment concl uded
that the risk of illness associated with E. coli O157:H7 from broil ed
tenderi zed and broil ed non-tenderized steaks cooked to 140[deg]F is
m ni scul e, regardless of the initial contami nation |evel or
susceptibility of the consumer. Finally, the FSIS risk assessnent
concluded that the risk of illness is slightly higher for grilled or
fried tenderized steaks conpared to grilled or fried non-tenderized
steaks at tenperatures between 110[ deg] F and 140[deg] F. The FSIS
conparative risk assessnent of intact and non-intact (blade tenderized)
steaks is still a draft docunent and is avail able on the Internet
address at: http://frwebgate. access. gpo. gov/cgi -
bi n/ | eavi ng. cgi ?fronmel eavi ngFR. ht M &l og=li nkl og&t o=http://ww. fsi s. usda

gov/ oppde/rdad/ publications.htm FSIS invites conments on this risk
assessnent.

FSI'S al so received a letter dated August 27, 2002, fromthe
Nati onal Cattlenen's Beef Association concerning a study that eval uated
the surfaces of beef sub-primal cuts for the presence of E. col
OL57: H7 prior to mechanical tenderization. According to this letter
the results of this study show that the incidence of E. coli Ol57:H7 on
sub-primals is very low FSISis interested in evaluating the data from
this study. The Agency may incorporate these data into its conparative
ri sk assessment of intact and non-intact steaks. Therefore, these data
may i nfluence the conparative risk assessnent.

FSIS is reviewing the NACMCF report and its draft risk assessnent
for E. coli O157:H7 in intact and non-intact (blade tenderized) steaks
and will consider NACMCF' s conclusions and the conclusions fromthe
ri sk assessnent with regard to the policy announced for non-intact
products in the January 19, 1999, Federal Register (discussed above,
under “E. coli O157:H7 policy”). At this time, FSIS believes that the
public health hazard presented by E. coli O157:H7 and the preval ence of
E. coli O157:H7 in these products continues to support application of
t he policy announced in the January 19, 1999, Federal Register. There
is a lack of data on industry and consumer practices for cooking
pi nned, needl ed, and bl ade tenderized steaks (e.g., grilling, oven
broiling, or frying) and a | ack of data on the proportion of industry
outlets and consuners that prepare these products according to each of
these different methods. If FSIS obtains substantial and reliable data
showi ng that industry and consumers customarily cook pinned, needl ed,
and bl ade tenderized products in a manner that destroys E. col
O157: H7, FSIS woul d consider nodifications to its policy concerning E
coli O157:H7 in these products.

Addi ti onal Public Notification

Publ i ¢ awareness of all segnents of rul emaki ng and policy
devel opnent is inportant. Consequently, in an effort to better ensure
that minorities, wonmen, and persons with disabilities are aware of this
notice, FSIS will announce it and nake copies of this Federal Register
publication avail able through the FSIS Constituent Update. FSIS
provi des a weekly Constituent Update, which is comrunicated via
Listserv, a free e-mail subscription service. In addition, the update
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is available on-line through the FSIS web page | ocated at
http://frwebgate. access. gpo. gov/ cgi -
bi n/ | eavi ng. cgi ?fronmel eavi ngFR. ht M & og=li nkl og&t o=http://ww. fsi s. usda

gov. The update is used to provide information regarding

FSI' S policies, procedures, regul ations, Federal Register notices, FSIS
public neetings, recalls, and any other types of information that could
affect or would be of interest to our constituents/stakehol ders. The
constituent Listserv consists of industry, trade, and farm groups,
consuner interest groups, allied health professionals, scientific
prof essi onal s, and other individuals that have requested to be

i ncluded. Through the Listserv and web page, FSIS is able to provide
information to a much broader, nore diverse audience.

For nore information contact the Congressional and Public Affairs
O fice, at (202) 720-9113. To be added to the free e-mail subscription
service (Listserv) go to the "~ Constituent Update'' page on the FSIS
web site at http://frwebgate. access. gpo. gov/cgi -
bi n/ | eavi ng. cgi ?fronel eavi ngFR. ht m & og=l i nkl og&t o=http://ww. fsis. usda

gov/ oa/ updat e/ update. ht m Click on the “Subscribe to the Constituent
Update Listserv” link, then fill out and subnit the form

Done at Washi ngton, DC, on October 3, 2002

Garry L. MKee,
Adm ni strat or
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