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To Whom it May Concern,

The Center for Science in the Public Interest (CSP1)! respectfully submits these comments to the
United States Department of Agriculture’s Food Safety and Inspection Service (FSIS) on the
above-referenced proposed framework for reforming the Salmonella poultry food safety
program.

We support FSIS moving forward with a substantial reform of the poultry food safety regulatory
system that could be consistent with the components of this framework. This reform is needed
because, despite FSIS and stakeholders having spent decades investing in Salmonella control, the
incidence of human Salmonella illnesses has been stagnant for over 20 years (approximately 15
confirmed cases per 100,000 people yearly).? Americans failed to make progress towards
achieving Health and Human Service’s Healthy People 2010 and 2020 Salmonella illness goals
of 6.8 and 11.4 confirmed cases per 100,000 people yearly, respectively,®* and could again be on
track to not meet the Health People 2030 goal of reducing Salmonella illness incidence to 11.5
confirmed cases per 100,000 people yearly.® Poultry is the leading cause of salmonellosis.®
Given the lack of progress under the current Salmonella performance standards for poultry
slaughter and processing establishments, the time has come for these standards to be
reconsidered. The current standards are designed to assess the effectiveness of an establishment’s
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The organization’s work is supported by subscribers to its Nutrition Action Healthletter, one of the nation’s leading health newsletters. CSPI is an
independent organization that does not accept government grants or corporate funding.
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Salmonella controls based on an allowed number of Salmonella positive samples from whole
carcasses, comminuted poultry, and cuts in a 52-week rolling window.’ These standards are
unenforceable, meaning an establishment failing the standards does not present sufficient cause,
by itself, for FSIS to stop an establishment from producing poultry. Furthermore, product lots
found to be contaminated are still allowed to be marketed. These standards also rank all
Salmonella contamination equally,® even though certain subtypes® and amounts'® of Salmonella
can be more harmful to public health than others.

CSPI has long been concerned with Salmonella in poultry. We first petitioned USDA to ban
certain strains of antibiotic-resistant Salmonella in 2011,'! and again in 2014,%2 but the agency
denied both petitions without prejudice. Our most recent efforts included petitioning USDA in
2021, along with other consumer advocacy groups and victims of Salmonella illness, to reform
its poultry Salmonella regulations.*® The petition asked for enforceable final product standards
that would disallow products with concerning types of Salmonella contamination from reaching
consumers. It also requested that establishments be required by FSIS to ensure they purchase
from suppliers they have vetted to ensure the suppliers are controlling risks on farm, as FSIS has
long maintained the position that it cannot regulate those suppliers directly.*

CSPI also joined with consumer groups, leading industry members, food safety scientists, and
regulators to form the Coalition for Poultry Safety Reform (the Coalition) in 2021 to push FSIS
to modify its regulatory system to better address Salmonella.’®> Members of the Coalition are in
agreement that the performance standards are not leading to the desired public health outcomes,
and are requesting new standards that are objective, risk-based, achievable, enforceable, and
flexible enough to adapt to emerging evidence and the latest science.

The proposed FSIS framework describes a regulatory system that could be consistent with
reform actions we requested in our most recent petition and with the Coalition. Thus, we applaud
FSIS for proposing final product standards in Component 3, which will be the key for an
effective regulatory system overhaul. We also support FSIS in ensuring that its proposed
framework encompasses food safety from farm to fork, including by requiring establishments to
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focus on a preharvest component, like what is described in Component 1, and giving inspectors
more specific indicators to determine when regulatory action at establishments is needed, as
could be provided by Component 2.

We strongly support USDA’s “belt and suspenders” approach to this problem. The prevalence of
Salmonella contamination is too high and the morbidity and mortality consequences too severe
to depend upon reforms to a single component of the production system to realize the desired
public health gains. While we support the overall framework, the specific details of each
component will determine their efficacy. Our suggestions for the direction FSIS should take to
ensure the success of this reform effort are described below.

Component 3

CSPI urges FSIS to prioritize developing and implementing Component 3, as it is the most
critical part of the framework. Component 3 describes the potential for FSIS to create an
enforceable final product standard or standards to ensure that poultry products contaminated with
Salmonella that is likely to cause illness are not sold to consumers.

As we have repeatedly emphasized in our advocacy, enforceable final product standards are a
critical component of the regulatory system and have the potential to incentivize best practices
throughout the production chain. A risk-based, enforceable final product standard would better
protect consumers by preventing product known to be most dangerously contaminated with
Salmonella from reaching store shelves. In addition, such a standard would motivate industry to
adequately control Salmonella as there will be a more direct financial cost of losing
contaminated product (or reprocessing to kill Salmonella) if it does not meet an enforceable final
product standard.

To conform to FSIS’s legal authority, any enforceable final product standard developed must
rely on a finding by FSIS that a product failing to conform to the standard is adulterated under
the Poultry Products Inspection Act (PPIA).*® As discussed in our January 2021 petition,’ the
PPIA states that a product is adulterated “if it bears or contains any poisonous or deleterious
substance which may render it injurious to health.”'® That part of the adulteration definition
further states that if the substance is “not an added substance,” the product will not be adulterated
“if the quantity of such substance in or on such article does not ordinarily render it injurious to
health.” We described in our petition how Salmonella may be considered an added substance
because it is not normally present in the muscle tissue of healthy animals, but rather is typically
deposited through cross-contamination during slaughter and processing.

In addition to developing a standard based on the statute, we urge FSIS to utilize scientifically
sound risk assessments when developing this Component (and the entire framework) to
determine the expected public health outcome from the policy, such as a X% decrease in the
incidence of illnesses. Such an assessment is necessary to ensure the benefits justify its costs, a
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condition imposed on federal rulemaking.'® We expect that at a minimum, any application of the
statutory standard to Salmonella as an adulterant should have a population health impact that will
meet or exceed the Healthy People 2030 goal of a 25 percent reduction in illnesses attributable to
poultry.?

The current regulatory system fails to sufficiently tie its standards to product risk, and thus
efforts to meet the performance standards did not actually improve public health. For example, as
FSIS details in the framework proposal, the number of chicken samples in which FSIS detected
any Salmonella decreased by more than 50% from 2017 to 2021. This decrease may have helped
establishments meet the current performance standards. Human illness levels, however, were
unaffected. A specific standard more closely aligned with product risk will better ensure that
establishments are taking actions that improve public health as they attempt to meet the standard.
In addition, by assessing the standard against a measurable public health target outcome, FSIS
will be able to evaluate the standard for its success in generating public health improvements and
gauge when modifications are necessary.

FSIS’s statutory authority does not incorporate attention to feasibility in making the assessment
of whether a product is adulterated. As referenced supra, however, each agency is required under
presidential order to consider both the costs and benefits of new policies, particularly when
engaging in rulemaking that may have large economic effects.?* Thus, FSIS should consider the
costs of the new standard, paying attention to what is achievable with current best practices and
reasonably foreseeable innovation when determining feasibility, keeping in mind that any new
proposed standard is likely to drive rapid technological improvements. Such consideration will
likely also be necessary in order to avoid unacceptable disruption of the food system, in addition
to confirming that the benefits of the rule outweigh its costs.

FSIS should also consider setting stricter standards if there are higher risk poultry products, as
risk assessments indicate. Previous risk assessments have examined setting product standards for
individual product types, such as ground turkey,?? and the public health impacts from these
specific product standards. Risk assessments informing the current reform process could
indicate, for example, that comminuted poultry products have a higher prevalence of Salmonella
contamination,?® and may generally have more dangerous contamination due to additional
establishment handling and the mixing of parts from different carcasses. The assessments could
also provide evidence that comminuted products also pose a greater risk of being undercooked
by consumers. Consequently, due to comminuted poultry products’ increased risk of causing
human illness, FSIS should set different final product standards for these products than for other
poultry products.

A risk assessment will help determine whether the final product standard should be based on
Salmonella enumeration, specific serotypes (as current technology enables), or some
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combination of these factors. However, we encourage FSIS to consider including an element in
the initial standards that focuses on serotype or other measures of virulence, as science is quickly
evolving to precisely identify the genetic strains and associated factors that account for a strain’s
virulence. Attention to this element in an initial final product standard will help prepare the
agency to target industry efforts towards high-risk strains as our knowledge grows further and
advancing science and technology better enables rapid detection and effective control of
Salmonella subtypes throughout supply chains.

Because strains of Salmonella can evolve over time, however, any consideration of virulence
into the adulteration standard would necessarily require flexibility. FSIS should therefore
account for changes in Salmonella populations and advances in science and technology while
developing the final product standard and should structure final product standards to be as
flexible as possible to allow for modifications without the years of delay frequently required to
engage in notice-and-comment rulemaking. This will be especially relevant if FSIS incorporates
serotypes or some other form of subtype into the standard, as we recommend. The agency should
retain the ability to make adjustments as shifts in genetics, virulence, and prevalence change the
Salmonella subtypes that are most relevant for public health. Identifying such types via
interpretive rulemaking, as FSIS has previously done for STEC E. coli,?* could provide a flexible
framework that can be more easily adjusted over time.

FSIS should continue to engage with stakeholders to develop an evidence base as it moves
forward in implementing the framework into regulatory action. We are encouraged that the
agency is already engaged in consultation with the National Advisory Committee on
Microbiological Criteria for Foods, is developing a quantitative risk assessment,?® and is
expanding its exploratory sampling and quantification testing of products.?” We also urge the
agency to develop an effective means to collect and utilize data from available sources, including
testing data collected by members of industry in the course of business.

Components 1 and 2

We commend FSIS for looking beyond final product standards to consider ways to better
incentivize food safety from farm to fork within the framework. While the final product standard
described in Component 3 is key to this approach, the verification of such a standard may not be
sufficient to detect and address some food safety risks as every individual product leaving
establishments cannot feasibly be tested by FSIS to ensure compliance with the standard.
Providing additional standards at preharvest and processing therefore has the potential to offer
the benefit of allowing FSIS more opportunities to detect and address potential food safety
issues.

Component 1 requires incoming flocks to be tested for Salmonella before entering an
establishment to incentivize the use of preharvest interventions that reduce the level of incoming
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Salmonella. Specifically, incoming flocks would be tested against a predetermined target prior to
slaughter, and establishments would be required to maintain documentation of such testing.

The potential benefits of such a testing requirement are, first, that producers would have an
incentive to adopt effective preharvest measures, and second, that establishments would take
action to further reduce food safety risks from flocks failing the standard, such as diverting the
meat from such flocks for cooking or processing a more contaminated flock at the end of the day.

The key challenge for FSIS with this approach is ensuring that a testing program requirement
effectively drives preharvest practices that will reduce final product risk. Without such
validation, FSIS runs the risk of driving preharvest behaviors that help meet a preharvest testing
requirement, but which do not actually further public health goals.

In some circumstances, preharvest flock testing results have correlated to final product risk,
which indicates that a preharvest testing requirement could have merit in protecting public
health.?8 If existing evidence is not sufficient to justify a uniform national testing target, FSIS
could consider requiring establishments to develop a tailored testing program that specifies the
testing target and actions to be taken if the target is exceeded. The agency could then provide one
or two validated methods as a default, while allowing establishments the option to develop and
validate methods more tailored to their operation. Such an approach would help build the
evidence base for effective preharvest testing while also incentivizing effective preharvest
interventions. Providing the flexibility to validate new methods could be especially relevant
considering likely advances in science and technology in the future, potentially allowing for
greater understanding of effective preharvest Salmonella control.

In addition to the preharvest testing requirement, we encourage FSIS to consider additional
approaches to promoting preharvest best practices. Our January 2021 petition proposed that FSIS
adopt a supply chain verification model and require establishments to verify that suppliers have
adopted a set of validated preharvest interventions to reduce Salmonella and other food safety
risks.?°

A third potential model would be to assign establishments to categories stipulating whether the
establishment is fully requiring, partially requiring, or not requiring a specific set of FSIS-
specified preharvest interventions of its suppliers. These could consist, initially, of the preharvest
interventions already described in the FSIS Guideline for Controlling Salmonella in Raw
Poultry.® Establishments would then be subject to increased verification testing based on their
category status, with more testing for those establishments that have failed to implement
preharvest best practices. This would be similar to the approach FSIS has taken with Listeria in
ready to eat products, where establishments using fewer controls are required to carry out
enhanced environmental testing.3! Major buyers could also incentivize best practices by selecting

2 Evans NP, Evans RD, Regalado J, et al. Preharvest Salmonella Detection for evaluation of fresh ground poultry product contamination. J Food
Prot. 2015;78(7):1266-1271. doi:10.4315/0362-028X.JFP-14-509
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only suppliers with the highest category status. Were such a program to be developed, we would
also expect and encourage FSIS and industry to coordinate with the National Poultry
Improvement Plan (NPIP) in developing a potential certification program to ensure farms were
in compliance with category requirements.

In considering such a system, FSIS must bear in mind the burden on smaller producers, who
could have less uniform supply chains. Such establishments may account for only a small
fraction of the poultry supply and may face a higher economic burden from regulatory
compliance.

Component 2 proposes two modifications to the current HACCP model for process control:
specifying the location at which sampling will occur within the establishment and requiring a
standardized statistical approach to process control. Both changes have the potential to give FSIS
inspectors greater insight and control to prevent contamination during slaughter and processing.

Establishments are currently required to sample pre- and post-chill pursuant to current
regulations,®? so the change being proposed may simply involve specifying the location at which
pre-chill sampling would occur.

Regarding the use of statistical process control, we encourage FSIS to explore requiring a
standardized approach to process control. This must necessarily include providing support and
technical assistance to establishments that have not had capacity to previously incorporate this
approach into their HACCP systems.

Conclusion

The FSIS framework is a laudable step by the agency in reforming poultry food safety. While all
of the components of the framework have the potential to be beneficial in protecting public
health, Component 3 is certainly the most important. The agency should focus on developing a
strong scientific basis for any regulatory requirements and conduct extensive stakeholder
engagement as it develops the components of the framework to best ensure the success of this
reform effort.

For questions related to these comments, please contact James Kincheloe at
jkincheloe@cspinet.org or (202) 777-8316

Sincerely,
James Kincheloe, DVM/MPH Peter Lurie, MD/MPH
Food Safety Campaign Manager President and Executive Director

Sarah Sorscher, JD/MPH
Deputy Director for Regulatory Affairs
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