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Title:
Creation of a Food Safety Management System (FSMS) Committee

Issue you would like the Conference to consider:

The FDA Food Code emphasizes the need for risk-based preventive controls and daily
active managerial control (AMC) of the risk factors contributing to foodborne illness in food
establishments. AMC is "the purposeful incorporation of specific actions or procedures by
industry management into the operation of their business to attain control over foodborne
illness risk factors" (FDA, 2018). AMC involves the proactive identification and prevention
of food safety hazards through a continuous system of monitoring and verification
procedures for performing critical operational steps in a food preparation process. Two
strategies supporting AMC efforts in food establishments have received growing attention:
The presence of a Certified Food Protection Manager (CFPM) and the implementation of
Food Safety Management Systems (FSMSs).

FSMS refers to the incorporation of a specific set of actions (e.g., procedures, training,
monitoring, and verification) to prevent, eliminate, or reduce the occurrence of foodborne
illness risk factors in food establishments. While FSMS procedures vary across the retail
and food service industry, purposeful implementation of procedures, training, and
monitoring are consistent components of FSMSs. While several systems and tools are
available internationally, including International Organization for Standardization (ISO
22000), Good Manufacturing Practices (GMP), Hazard Analysis and Critical Control Point
(HACCP), British Retail Consortium (BRC) and Safe Quality Food Institute (SQF) (Codex,
2003; ISO 22000:2005, 2005; Luning et al., 2008), the ongoing prevalence and degree of
implementation of these or similar systems within foodservice and retail food
establishments in the United States remains understudied.

Inadequate FSMSs are thought to contribute to the worldwide burden of foodborne disease
(Luning et al., 2008). For example, HACCP has been shown to have positive effects on
food safety, but the poor implementation of HACCP has been described as a precursor to
foodborne outbreaks (Cormier, 2007; Luning et al., 2009; Ropkins and Beck, 2000).



The 2013-2024 FDA Retail Food Risk Factor Study examines the occurrence of foodborne
illness risk factors, food safety practices, and behaviors in food establishments. In the
2013-2014 Restaurant Data Collection study, the agency investigated the relationship
between FSMSs, CFPM, and the occurrence of foodborne illness risk factors from 2013 to
2014. FSMSs were the strongest predictor of data items being out-of-compliance in both
fast food and full-service restaurants. The average number of out-of-compliance data items
was greatly reduced when there was a well-developed FSMS in place. This was true for
both fast food restaurants and full-service restaurants. On average, restaurants with well-
developed FSMSs had less than half as many risk factors and food safety practices that
were out-of-compliance than restaurants with non-existent FSMSs.

The FDA has endorsed the voluntary development and implementation of documented
food safety management systems in food establishments for many years:

1. Managing Food Safety: A Manual for the Voluntary Use of HACCP Principles for
Operators of Food Service and Retail Establishments was first published in 1998
and has been endorsed by the Conference for Food Protection (CFP).

2. Inthe 2005 FDA Food Code, Annex 4, "Management of Food Safety Practices -
Achieving Active Managerial Control of Foodborne lliness Risk Factors," was revised
to further promote the voluntary development and implementation of documented
FSMSs using HACCP principles as a tool to achieve AMC in food establishments. In
June 2014, the restaurant members of the FDA-Restaurant Industry Partnership
Group provided feedback to the FDA for updating Annex 4. Specifically, the group
provided feedback on "what industry models are in use for AMC and are these in
line with Annex 47" and "what works in Annex 4 and what is not a fit?" In general,
the industry members suggested that AMC should be viewed as a "system" for
process management, as defined in Annex 4, to include HACCP as the approach.
Other suggestions included: 1) To consider including "Demonstration of Knowledge"
by the Person in Charge as a way to manage/control processes and qualify as AMC;
2) Consider including food handler training and the topic of food defense in the
criteria for AMC; 3) Specific to "how can the occurrence of foodborne iliness risk
factors be reduced," suggest encouraging the following four topics/steps: instituting
food safety standards, training to the standards, executing the standards, and
verifying that the standards are being executed.

3. Following the October 2010 release of the FDA Trend Analysis Report on the
Occurrence of Foodborne lliness Risk Factors in Selected Institutional Foodservice,
Restaurant, and Retail Food Store Facility Types (1998-2008), the FDA launched its
Retail Food Safety Initiative which further emphasized the need for industry to
establish food safety management systems and actively monitor compliance with
those systems to reduce the occurrence of risk factors in retail operations.

4. Recognizing the importance of FSMSs in managing food safety hazards, since
2005, USDA has required that all public schools have in place a food safety plan
based on process HACCP principles. Schools that do not meet this mandate are in
jeopardy of losing their federal funds. The FDA collaborated with USDA on the
development of the food safety plan model.

Despite over 20 years of promotion of voluntary FSMSs, widespread adoption of the Food
Code across the U.S., and other ongoing food safety prevention efforts at the retail level,



foodborne illness from retail establishments continues to be a substantial public health
burden that must be addressed in novel ways.

FDA has announced a New Era of Smarter Food Safety that includes examining new retail
models and retail modernization in an effort to reduce foodborne iliness at the retail level.
The agency intends to publish a blueprint for this effort early in 2020. To support this effort,
the FDA is recommending the formation of a CFP committee to provide recommendations
to the agency on how best to promote the universal development and implementation of
documented, HACCP principles-based FSMSs in food establishments.

Public Health Significance:

e Foodborne diseases cause approximately 48 million ilinesses, 128,000
hospitalizations, and 3,000 deaths each year (Scallan et al., 2011). Depending on
the estimation model used, the annual economic burden from health losses due to
foodborne iliness ranges from $51.1 billion to $77.7 billion (Scallan, 2012).

« From 2015 - 2018, the incidence of foodborne infections remained largely
unchanged.’

o Of the approximately 9.4 million illnesses each year in the United States traced to
known foodborne disease agents, only a small subset of ilinesses are associated
with recognized outbreaks. During 2009-2015, the Foodborne Disease Outbreak
Surveillance System (FDOSS) received reports of 5,760 outbreaks, resulting in
100,939 illnesses, 5,699 hospitalizations, and 145 deaths. A location of preparation
was provided for 5,022 outbreak reports (87%), with 4,696 (94%) indicating a single
location. Consistent with previous reporting periods, among outbreaks reporting a
single location of preparation, restaurants were the most common location (2,880
outbreaks [61%]), followed by catering or banquet facilities (636 [14%]) and private
homes (561 [12%)]). Sit-down dining style restaurants (2,239 [48%]) were the most
commonly reported type of restaurant. The locations of food preparation with the
most outbreak-associated ilinesses were restaurants (33,465 illnesses [43%)]),
catering or banquet facilities (18,141 [24%]), and institutions, such as schools (9,806
[13%]). The preparation location with the largest average number of illnesses per
outbreak was institutions (46.5), whereas restaurants had the smallest (11.6)
(Dewey et al., 2018).

e 1In 2017, 841 foodborne disease outbreaks were reported by 50 states, Washington,
D.C., and Puerto Rico, resulting in 14,481 illnesses, 827 hospitalizations, 20 deaths,
and 14 food recalls. Among the 761 outbreaks and 12,502 illnesses with a reported
single location where food was prepared, 489 outbreaks (64%) and 5,533
associated illnesses (44%) were attributed to foods prepared in a restaurant. Among
these single-location outbreaks, restaurants with sit-down dining were most
commonly reported as the location where food was prepared (366 outbreaks, 48%
of the outbreaks). (CDC, 2019)

In a study of restaurant-associated outbreaks in the United States from 1998-2013, Angelo,
Nisler, Hall, Brown and Gould (2016) identified 9,788 restaurant-associated outbreaks, with
a median of 620 outbreaks per year. Norovirus caused 46% of the 3,072 outbreaks
associated with a single, confirmed etiology. Activities related to food handling and



preparation practices were the most commonly reported contributing factors within
restaurant-associated outbreaks

Recommended Solution: The Conference recommends...:

A Food Safety Management System (FSMS) Committee be created to identify
recommendations for developing and implementing documented, HACCP principles-based
Food Safety Management Systems (FSMSs) in all food establishments to support FDA's
blueprint for a New Era of Smarter Food Safety. The FSMS Committee should consider:

1. Identifying barriers to the universal voluntary development and implementation of
documented FSMSs consistent with Annex 4 of the Food Code.

2. ldentifying solutions for overcoming the identified barriers in #1 and provide
recommendations for how to promote the solutions.

3. Conducting a pros/cons assessment of including a requirement for the development
and implementation of documented FSMSs, consistent with Annex 4, in a future
edition of the Food Code. In the assessment, the committee should consider
providing feedback on: a) the hurdles/challenges involved in such a requirement;
and b) recommendations on how a requirement might best be incorporated to
proactively control foodborne iliness risk factor occurrence while recognizing the
diversity within the retail and food service industries. The committee should also
consider a gap analysis of § 2-103.11 as a starting point.

4. Developing recommendations on next steps to promote universal development and
implementation of documented FSMSs consistent with Annex 4.

The committee should report its findings and recommendations to the 2022 Biennial
Meeting of the Conference for Food Protection. While FDA's efforts will be ongoing during
this time, the findings and recommendations will continue to be useful to the agency as it
continues to implement its blueprint on retail modernization.
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