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MEMORANDUM

From: Gary Jay Kushner
Brian D. Eyink

Date: December 14, 2012

RE: FSIS Orders Poultry HACCP Plans Reassessed, Changes Policy on Salmonella
Associated with Outbreaks

On December 6, the Food Safety and Inspection Service (FSIS) published a notice in the Federal
Register that will effect several changes to the way the agency regulates not-ready-to-eat (NRTE)
ground and other comminuted poultry products. Establishments producing NRTE comminuted
poultry products must reassess their HACCP plans within 90 days of the notice’s publication to take
into account several recent Salmonella outbreaks, the agency will expand its Salmonella verification
sampling program to include non-breaded, non-battered comminuted NRTE poultry products, and
the agency will apply its Category 1 performance standard to all comminuted poultry. Moreover,
FSIS has announced that it will consider meat or poultry products that contain pathogens that are
not considered adulterants but that are linked to an illness outbreak adulterated on the ground that
they are “unsound, unhealthful, unwholesome, or otherwise unfit for human food” and would request
a recall. A copy of the Federal Register is attached. FSIS is accepting comments on the notice until
March 6, 2013.

FSIS indicates it is taking these steps in response to several Salmonella outbreaks associated with
ground or comminuted turkey products since 2011. The agency reviewed these outbreaks, including
alleged failures of process control and lack of validated cooking instructions, in the Federal Register
notice. Because the outbreaks were associated with many consumers in multiple states, the agency
believes these outbreaks could represent a change in the sanitary conditions involved in the
manufacture of turkey products, which could affect establishments’ hazard analyses or alter HACCP
plans for comminuted poultry products. Although FSIS recognizes that the outbreaks all involved
comminuted turkey products, the agency believes NRTE comminuted chicken products are
produced in a similar manner and face similar issues.

FSIS indicates that “historically, ground chicken products have the highest Salmonella spp. percent
positive rates of all FSIS-regulated product classes” and that three of the five most common
Salmonella serotypes known to cause human illness are consistently found in ground chicken. FSIS
thus believes that “a continued focus on poultry products will reduce Salmonellosis.”

Products Covered

FSIS indicates that the HACCP plan reassessment will apply to all comminuted NRTE chicken or
turkey products, including final and intermediary products slated for further processing into NRTE
products. According to FSIS, this list includes any NRTE chicken or poultry product that has been
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“ground, mechanically separated, or hand or mechanically deboned and further chopped, flaked,
minced or otherwise processed to reduce particle size.”

HACCP Plan Reassessment

FSIS is requiring that all establishments producing NRTE comminuted poultry products—chicken or
turkey—reassess their HACCP plans in light of the recent Salmonella outbreaks involving ground
turkey. Establishments have 90 days to complete the reassessments, after which FSIS inspectors
will review establishment documentation. Establishments that have already conducted such a
reassessment are not required to do so again, but they must make documentation of the
reassessment available to FSIS inspection personnel upon request.

Drawing on its conclusions regarding the causes of the recent Salmonella outbreaks in ground
turkey, FSIS recommends establishments reassessing their HACCP plans consider several factors
including, among others:

 Sanitation. Whether the establishment has in place appropriate sanitation procedures,
including procedures for grinders, blenders, pipes, and other food contact surfaces; and
whether Sanitation Standard Operating Procedures (SSOPs), other prerequisite programs,
or HACCP plans ensure the sanitary maintenance of slaughter equipment, further processing
equipment, employee hands, tools, clothing, and food contact surfaces, with a special focus
on whether these procedures prevent cross-contamination within and between production
lots.

 Slaughter and Dressing. Whether slaughter and dressing procedures prevent
contamination to the extent possible, including at a minimum limiting the exterior
contamination of birds before exsanguination and minimizing digestive tract spillage during
dressing procedures.

 Cooking Instructions. Ensuring cooking instructions are validated.
 Lotting Practices. Whether lotting practices appropriately prevent cross-contamination

between lots, including not carrying over production, cleaning and sanitizing between lots,
and being able to trace product to originating slaughter establishments, grow-out houses,
hatcheries, and breeding flocks.

 Interventions. Evaluating the adequacy of Salmonella interventions applied during or after
grinding, including the ability of the interventions to achieve log reductions in Salmonella
loads. Establishments should consider incoming variability on live birds and parts.

 Purchase Specifications. Implementing purchase specifications requiring raw materials to
have been treated to reduce Salmonella and ensuring suppliers meet these specifications.

 Serotype Information. Whether information about the 30 most common Salmonella
serotypes of human health concern identified by the Centers for Disease Control and
Prevention (CDC) can aid in identifying and calibrating interventions. 1/

 Preharvest Information. Whether preharvest information factors and interventions may
influence Salmonella contamination in products (including breeder flock Salmonella status,
hatchery management, biosecurity and pest control, feed manufacturing and feed withdrawal
practices, and sanitation of preharvest environments).

FSIS will verify HACCP plans have been reassessed by conducting a checklist survey to document
whether establishments made changes to their HACCP plans and, if so, the general nature of the
changes. FSIS will evaluate establishments producing NRTE comminuted poultry to collect more in-

1/ CDC maintains a list of the 30 most common Salmonella serotypes of human health concern

at http://www.cdc.gov/ncezid/dfwed/PDFs/SalmonellaAnnualSummaryTables2009.pdf.
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depth information on the changes. If FSIS has any concerns about an establishment’s food safety
system in light of the reassessment, the agency may conduct a Food Safety Assessment (FSA).
FSIS intends to publish best practices based on these evaluations.

Adulteration of Product Associated with Outbreaks

FSIS has announced that it will likely consider NRTE poultry or meat products associated with an
illness outbreak and containing pathogens that are not themselves considered adulterants (e.g.,
Salmonella in or on raw products) to be adulterated on the ground the products are “unsound,
unhealthful, unwholesome, or otherwise unfit for human food.” 2/ FSIS has indicated it would
request a recall in such a situation.

FSIS will also likely conclude the products associated with an illness outbreak are adulterated on the
ground they were “prepared, packed, or held under insanitary conditions whereby they may have
become contaminated with filth” if the establishment failed to control the pathogen associated with
the illness adequately. In such a case, FSIS has explained it would likely consider the insanitary
condition to be ongoing until the establishment demonstrates it has regained process control and
reestablished sanitary conditions.

FSIS will also evaluate whether similar product produced at other establishments was produced
under a substantially similar process and insanitary conditions and thus adulterated. For example,
the agency has explained it may consider to be adulterated products produced at a different
establishment but from birds coming from the same grow-out house as the product causing the
illness outbreak if the products were processed under substantially similar conditions.

The agency advises, though, that it would not consider adulterated similar product that has no
relationship to the product involved in the illness outbreak, and any determination of adulteration
would be specific to the product linked to the illness outbreak and to the conditions in that
establishment.

FSIS Verification and Testing

Expanded Salmonella Verification Sampling Program

FSIS will expand its Salmonella Verification Sampling Program to include all non-breaded, non-
battered NRTE comminuted chicken or turkey products. FSIS has concluded that the process of
producing comminuted product (whether mechanically deboned or mechanically separated) leads to
a distribution of pathogens throughout a product in a manner similar to grinding and that
mechanically separated poultry is now more likely to be sold to consumers in an NRTE product.
FSIS will use the information obtained through sampling to develop Salmonella performance
standards for NRTE comminuted poultry. FSIS has also indicated it intends to develop performance
standards for Campylobacter.

2/ Generally speaking, only E. coli is considered an adulterant per se, and only in on or on raw

non-intact beef products and product components. Historically, only E. coli O157:H7 was

considered an adulterant in these products. FSIS expanded this list to include six non-STEC E. coli

in May 2012. The agency’s position toward Salmonella linked to an illness outbreak would be an

extension of this approach.



- 4 - December 14, 2012

The agency initially intends to collect comminuted NRTE samples in establishments with an average
daily production of more than 1,000 pounds over the past month, with a possible reevaluation of its
selection of establishments for sampling.

Changes in Sample Sizes

FSIS will also increase the sample size and may decrease the number of samples required. Starting
90 days after the notice was published, FSIS will increase sample sizes from 25 grams to 325 grams
and is considering reducing the number of samples per set from 53 to 26. If FSIS reduces the
number of samples, the performance standard for ground turkey would be no more than 15 positive
samples per 26-sample set and no more than 7 positive samples for category 1 status. For ground
chicken, the performance standard would require no more than 13 positives per set and a maximum
of 6 positives per set for Category 1 status. FSIS will conduct a risk assessment based on at least
three months of sampling results and will issue new performance standards for Salmonella and likely
Campylobacter in comminuted poultry.

Revised Performance Standards

The agency also indicates it is considering revising the Salmonella performance standards to
achieve the 25 percent reduction in human Salmonellosis called for in the Healthy People 2020
report. To reach this target, FSIS is considering defining Category 1 for comminuted chicken or
turkey products as 25 percent of the national prevalence rate for Salmonella, rather than the current
50 percent. Doing so would set the Category 1 level for ground chicken at 11 percent and the level
for ground turkey at 12 percent.

Suspended Sample Sets

Finally, FSIS intends to stop collecting sample sets for ground or comminuted poultry product,
except for establishments in Category 3, until it develops new performance standards. FSIS
recommends establishments continue assessing whether they meet the Category 1 standard. FSIS
laboratories will test samples not collected as part of sample sets qualitatively for the presence of
Salmonella.

* * *

We will continue to monitor this and other poultry processing regulatory developments. Please do
not hesitate to contact us with any questions.


