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Q? COLORADO

Department of Public
To: Members of the State Board of Health

Health & Environment

Dedicated to protecting and improving the health and environment of the people of Colorado

From: Troy Huffman, Retail Food Program Coordinator, Division of Environmental
Health and Sustainability

Cary E. Ruble, Regulation Development and Enforcement Coordinator,
Division of Environmental Health and Sustainability

Through: Jeff Lawrence, Director
Division of Environmental Health and Sustainability (4<)

Date: September 20, 2017
Subject: Request for Rulemaking Hearing

Proposed Amendments to 6 CCR 1010-2, Colorado Retail Food Establishment
Rules and Regulations, with a request for a November 2017 rulemaking hearing

The Division of Environmental Health and Sustainability (“division”) is proposing revisions
throughout 6 CCR 1010-2, Colorado Retail Food Establishment Rules and Regulations, and is
requesting that the Board of Health schedule a rulemaking hearing to consider adoption of the
proposed amendments at the November 15, 2017, Board of Health meeting.

In compliance with Executive Order D 2012-002 and the State Administrative Procedure Act,
§24-4-103.3, C.R.S., the department has conducted a mandatory review of 6 CCR 1010-2,
Colorado Retail Food Establishment Rules and Regulations. Based on this review, the
department is recommending amendments to align Colorado with the U.S. Food and Drug
Administration’s 2013 model Food Code and the 2015 Supplement to the Food Code. The
proposed changes will maintain or increase public health protections while: allowing the
department and local public health agencies that perform this work increased access to
federal resources, including multi-language materials, federal training and grant
opportunities; minimizing variance requests and the workload for retail food establishments,
local public health agencies and the department associated with these requests; improved
data within the state and the opportunity to draw upon national data to inform decision-
making; increasing efficiency in the rulemaking process; and, allowing the department and
local public health agencies to target their limited resources to the greatest opportunities to
protect our public health.

The division appreciates the Board’s consideration.
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STATEMENT OF BASIS AND PURPOSE
AND SPECIFIC STATUTORY AUTHORITY
for Amendments to
6 CCR 1010-2, Colorado Retail Food Establishment Rules and Regulations

Basis and Purpose.
Rationale:

State statute directs CDPHE to establish regulations and ensure uniform statewide
administration, implementation and enforcement for the retail food program. The purpose of
the Colorado Retail Food Establishment Rules and Regulations, 6 CCR 1010-2, is to protect
the health of the citizens and visitors to Colorado by ensuring food consumed in and from
Colorado retail food establishments is safe, unadulterated, and honestly presented. The
Centers for Disease Control and Prevention (CDC) estimates that each year roughly 48 million
Americans (one in six) get sick, 128,000 are hospitalized, and 3,000 die of foodborne illnesses.
Moreover, foodborne illnesses cost over $50 billion each year. Reducing foodborne illness by
just 10 percent would prevent 5 million Americans from getting sick each year. Preventing a
single fatal case of E. coli 0157 infection would save an estimated $7 million dollars.

In compliance with Executive Order D 2012-002 and the State Administrative Procedure Act
(824-4-103.3, C.R.S.), the department has conducted a mandatory review of 6 CCR 1010-2,
Colorado Retail Food Establishment Rules and Regulations. The purpose of the review is to
determine if:

o the regulation achieves the statutory intent with the minimum regulatory
requirements;

e the regulation is implemented in an efficient and effective manner; and

e there is a more efficient and effective manner of accomplishing the purpose of the
regulation.

As written, the rule draws upon the U.S. Food and Drug Administration’s model Food Code
and supplements to the Food Code (the Food Code). The Food Code is a model code and
reference document available for adoption by state, city, county and tribal agencies that
regulate operations that include restaurants, grocery stores, food vendors, special/temporary
events, and food service operations in institutions such as schools, hospitals, assisted living,
nursing homes, and child care centers. An updated edition of the Food Code is published on a
four-year cycle and is based on recommendations that are proposed every two years at the
Conference for Food Protection (CFP).

The structure of the CFP provides a representative and equitable partnership among
regulators, industry, academia, professional organizations and consumers to identify
problems, formulate recommendations, and develop and implement practices and assist with
code development to ensure safe food. The CFP provides the framework and forum for a
national stakeholder process for the development of the Food Code, which in turn functions
as the national standard for food safety. Adoption of the Food Code is favored by industry
(particularly by national chain restaurants and grocery stores), and will assist Colorado in
meeting the Voluntary National Retail Food Regulatory Program Standards (VNRFRPS); a
measure of an effective regulatory retail food program.


http://www.cdc.gov/ecoli/
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Large portions of the current rule mirror the Food Code. Some provisions were modified and
tailored to Colorado as a Colorado-specific standard. The department has studied each of the
deviations from the federal standard to determine if the deviation meets a need unique to
Colorado consumers or if the deviation increases the public health protections to Coloradoans
and those visiting Colorado.

Throughout its review, the department did not find that the deviations from the federal
standard improved our public health outcomes. Conversely, the department found that the
deviations increased the administrative burden to the retail food establishments, local public
health agencies and the department. By deviating from the national standard, Colorado was
unable to utilize federal education and outreach material that supports safe practices and
prevents disease. Similarly, deviating from the federal standard increased the number of
variance requests that shifts resources from education, outreach and enforcement to
processing requests to be excused from a Colorado-specific regulatory requirement. In
studying the variance requests, the department concluded that portions of the rule do not
reflect the minimum standard to protect public health, and thus, retail food establishments
were excused from the requirement. This creates a patchwork of inconsistency across the
state. Due to the Colorado-specific standards and the deviations, Colorado lost the
opportunity to use national and other-state data to inform best practices. The result of the
rule review was that the rule could be improved.

Following the review, the division spoke with industry, Local Public Health Agencies (LPHAs)
and the State Board of Health (January 2017) to assess the viability of amending the
regulation to incorporate the Food Code by reference rather than adopting a modified version
of the national standard. Industry and the State Board of Health were supportive of the
concept. LPHAs had varying levels of support or concerns. Based upon this feedback, a
stakeholder process was initiated. Stakeholders included representatives from LPHAs, the
Colorado Restaurant Association, retail food establishments, Indian Health Services, Colorado
State University, various food industry associations, CDPHE’s Disease Control and
Environmental Epidemiology Division and Prevention Services Division, other state
departments that rely upon the Retail Food Code, the U.S. Food and Drug Administration, and
the U.S. Department of Agriculture. The result is this rule, which moves from a hybrid of
national and state-specific standards to incorporating large portions of the U.S. Food Code
without modification. The stakeholder process assessed the costs and benefits of the change,
and then focused on removing or reducing barriers to the transition.

The proposed incorporation by reference of the Food Code will keep Colorado retail food
establishments consistent with current health and sanitation requirements and nationally
recognized science and evidence-based recommendations. The food safety principles do not
change. By adopting the Food Code, Colorado will:

e promote uniform national standards for retail food safety by reducing complexity and
better compliance;

o conform to uniform national standards using the most current science-based
recommendations;

e have access to extensive resource-sharing with FDA and other participating states;

e reduce state and local agency work load associated with development of
interpretations by using FDA interpretations of the Food Code;
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¢ promote a common understanding of risk, risk control/management and food safety
between industry and regulators, thereby, reducing the risk of foodborne illness; and

e reduce cost and complexity associated with future updates to the inspection data
systems as the model Food Code is provided by data system vendors.

Overview of the proposed rule:
> Adopting the Food Code establishes two new requirements.
o Certified Food Protection Manager

Section 2-102.20 of the model Food Code requires that at least one employee with
the authority to direct and control food preparation and service be a food
protection manager who has been certified by an accredited program. As defined
in the Food Code, only ANSI- accredited Food Protection Manager courses meet the
requirements.

Having educated food managers is an effective way to protect the public and retail
food employees. Properly trained food handlers improves food safety and reduces
risks and behaviors commonly associated with foodborne illness and outbreaks.
Some retail food establishments have Certified Food Protection Managers and some
have employees serving in a similar capacity that would benefit from additional
training. For some retail food establishments, this will be a new or increased
requirement. The delayed implementation date discussed below allows the retail
food establishments time to obtain the necessary training. The new requirement
for a Certified Food Protection Manager at retail food establishments was
evaluated during the stakeholder process and resulted in consensus to incorporate
this portion of the Food Code into Colorado regulation.

o Date Marking

Section 3-501.17 of the model Food Code requires industry to implement
procedures for identifying the date or day by which the food must be consumed,
sold, or discarded (date marking). Refrigeration prevents food from becoming a
hazard by significantly slowing the growth of most microbes. The growth of some
bacteria, such as Listeria monocytogenes (“LM”), is significantly slowed but not
stopped by refrigeration. Over a period of time, this and similar organisms may
increase the risk to public health in ready-to-eat foods. Based on a predictive
growth curve for LM, ready-to-eat, potentially hazardous food may be kept at 5°C
(41°F) a total of 7 days. Food, which is prepared and held or prepared, frozen, and
thawed, must be controlled to ensure its safety based on the total amount of time
it was held at refrigeration temperature, and to limit the time for LM, to multiply.

Date marking is the mechanism by which the Food Code requires the control of the
temperature and time combinations for the cold holding of potentially hazardous
food. Date marking requirements apply to containers of commercially
manufactured foods which are potentially hazardous that have been opened and to
potentially hazardous food prepared by a food establishment, in both cases if held
for more than 24 hours, and while the food is under the control of the food
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establishment. This requirement is an expansion of the previous requirement for
retail food operators serving highly susceptible populations. The requirement was
evaluated during the stakeholder process, resulting in consensus to incorporate
this portion of the Food Code into Colorado regulation.

> Updating definitions in the Food Code to align with state statute

In select instances there is terminology used and defined in both the FDA Food Code
and Colorado statute. Under these circumstances, the term, as used in the Food Code,
shall have the meaning contained in the Colorado Food Protection Act, part 16, article
4, title 25, C.R.S.

> Portions of the Food Code are not incorporated

The following four sections of the Food Code were not incorporated by reference due
to conflicts with state law or resource limitations:

o 8-203.10 - Preoperational Inspections: Section 25-4-1606(2), C.R.S. specifies
that the department or an LPHA under delegation agreement with the
department may conduct a pre-opening inspection before licensing a retail
food establishment. Section 8-203.10 of the Food Code requires that a
preopening inspection be conducted. This conflicts with the intent of the
statute, which takes into consideration local staffing resources and compliance
circumstance that might or might not require a pre-opening inspection;

o 8-3 - Permit to Operate: The powers and duties of the department to grant or
refuse licenses or certificates of licenses are specified in section 25-4-1604,
C.R.S. The delegation of these powers and duties to LPHAs are also specified in
the statute. Therefore, the incorporation of this section of the Food Code is
not necessary;

e 8-401.10 - Establishing Inspection Interval: Colorado’s retail food program has
used a risk-based inspectional frequency methodology since 2004. This
methodology considers factors such as food risk, operational risk, and
compliance history. Based on these risk factors, the methodology establishes an
inspection frequency of once every two years, once per year, twice per year,
or three time per year. This methodology allows the department and delegated
LPHAs to direct resources to the highest risk facilities, resulting in a more
manageable workload obligation. The Food Code requires inspections every six
months, which contradicts this established methodology and increases
workload; and

o 8-401.20 - Performance-and Risk-Based (Inspections): See above.
> Implementation and the proposed effective date of the revised regulation

The department is proposing a January 1, 2019 effective date. This gives the community
time to prepare for the transition to the Federal Code. While the substantive
requirements are largely unchanged, moving to the Food Code is a shift in practice for the
department and LPHAs that regulate retail food establishments. Rule numbers and
citations for those inspecting facilities will change. This requires new forms and data
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entry. It also requires inspectors to be familiar with the new format and material.

The department and stakeholders formed five workgroups (Communications, Training,
Guidance, Plan Review and Data Standardization) to ensure a seamless transition. The
data standardization workgroup is comprised of department and LPHA representatives.
The communications, training, guidance and plan review workgroups also include
representatives from industry and the FDA. These workgroups will meet regularly
during the coming year to further define and resolve specific implementation issues
identified during the stakeholder process.

Formatting and technical edits to improve readability
These proposed changes align this incorporation by reference with other

incorporations used by the division. The format aligns with the Secretary of State’s
requirements.

Specific Statutory Authority.

These rules are promulgated pursuant to the following statutes:

§25-1-108(1)(c)(l), C.R.S. [The Board of Health has the following specific powers and
duties... to issue from time to time such orders, to adopt such rules and regulations,
and to establish such standards as the board may deem necessary or proper to carry
out the provisions and purposes of this part 1 and to administer and enforce the public
health laws of this state.]

§25-4-1603, C.R.S. [Food Protection Act: The department is hereby designated the
state licensing, certification, and food protection agency for the purpose of protecting
the public health and ensuring a safe food supply in this state. In addition to such
designation, the department is hereby authorized to regulate and control retail food
establishments, promulgate rules governing the operation of such establishments, and
uniformly enforce and administer this part 16.]

§25-4-1604(1)(b)(l), C.R.S., [Food Protection Act: To promulgate rules for adoption by
the state board of health pursuant to article 4 of title 24, C.R.S., for the uniform
statewide administration, implementation, interpretation, and enforcement of this
part 16 and, as necessary, to ensure a safe food supply in retail food establishments.
Such rules may include provisions for the initial and periodic medical examination by
the department or other competent medical authority of all employees of retail food
establishments and shall include provisions specifying and regulating the places and
conditions under which food shall be prepared for consumption, a uniform code of
sanitary rules, and such other rules as the department deems necessary. Such rules
may be modified and changed from time to time.]

and,
§25-5-420, C.R.S. [Pure Food and Drug Law: (1) The authority to promulgate

regulations for the efficient enforcement of this part 4 is vested in the department.
The department is authorized to make the regulations promulgated under this part 4
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conform, insofar as practicable, with those promulgated under the federal act, the
federal "Fair Packaging and Labeling Act" (15 U.S.C. secs. 1451-1461), and the federal
"Meat Inspection Act of March 4, 1907", as amended (21 U.S.C. secs. 71-91). All
regulations promulgated under this part 4 shall be promulgated in accordance with the
provisions of article 4 of title 24, C.R.S.]

Additional Statutory Background:

While this rule implements numerous portions of the Colorado Revised Statutes, this portion
of the Food Protection Act is included to provide additional background about the context,
scope and enforcement of the Retail Food Code.

25-4-1604. Powers and duties of department - rules
(1) The department shall have the following powers and duties:

(a) To grant or refuse licenses and certificates of license pursuant to section 25-4-
1606, or to suspend or revoke licenses and certificates of license pursuant to section
25-4-16009;

(b) (I) To promulgate rules for adoption by the state board of health pursuant to
article 4 of title 24, C.R.S., for the uniform statewide administration, implementation,
interpretation, and enforcement of this part 16 and, as necessary, to ensure a safe
food supply in retail food establishments. Such rules may include provisions for the
initial and periodic medical examination by the department or other competent
medical authority of all employees of retail food establishments and shall include
provisions specifying and regulating the places and conditions under which food shall
be prepared for consumption, a uniform code of sanitary rules, and such other rules as
the department deems necessary. Such rules may be modified and changed from time
to time.

(II) For purposes of this paragraph (b), a uniform code of sanitary rules means rules for
the preparation, sale, and serving of food, including but not be limited to general
overall retail food establishment and equipment design and construction; sanitary
maintenance of equipment, utensils, and facilities for food preparation, service, and
storage; wholesomeness of food and drink; source and protection of food and water;
disposal of liquid and solid wastes; and other rules for the effective administration and
enforcement of this part 16.

(c) To hear and determine all complaints against licensees or grantees of certificates
of license and to administer oaths and issue subpoenas to require the presence of any
person necessary to the determination of any such hearing;

(d) To uniformly enforce this part 16 and the rules promulgated pursuant to this
section;

(e) To enter retail food establishments during business hours and at other times during
which activity is evident to conduct inspections and other interventions related to
food safety and the protection of public health;
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(f) To develop and enforce uniform statewide standards of program conduct and
performance to be followed and adhered to by employees of the department and
county or district boards of health;

(g) To provide technical assistance, equipment and product review, training and
standardization, program evaluation, and other services necessary to assure the
uniform statewide administration, implementation, interpretation, and enforcement
of this part 16 and rules promulgated under this part 16;

(h) To review and approve HACCP plans submitted for evaluation to verify and ensure
that food handling risks are reduced to prevent food-borne illness outbreaks;

(i) To delegate to any county or district board of health the powers and duties
described in paragraphs (a), (c), (d), (e), and (h) of this subsection (1) at the request
of such county or district board of health.

(2) Subsection (1) of this section shall not apply to the city and county of Denver,
which, by ordinance, may provide for the licensure of retail food establishments.

Is this rulemaking due to a change in state statute?

Yes, the bill number is ; rules are ____ authorized ____ required.
X No

Is this rulemaking due to a federal statutory or regulatory change?

Yes
X No

Does this rule incorporate materials by reference?

X  Yes
No

Does this rule create or modify fines or fees?

Yes
X No
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REGULATORY ANALYSIS
for Amendments to
6 CCR 1010-2, Colorado Retail Food Establishment Rules and Regulations

1. A description of the classes of persons who will be affected by the proposed rule,
including classes that will bear the costs of the proposed rule and classes that will
benefit from the proposed rule.

There are over 20,000 department-regulated retail food establishments throughout the
state. Retail food establishments include restaurants, grocery stores, mobile food carts,
food vendors at temporary events/special events and farmers markets (farmers markets
that offer more than uncut fresh fruit and vegetables for sale), and food service
operations in institutions such as schools, hospitals, correctional facilities.

The department and local public health agencies (LPHAs) are affected by the proposed
rule. Both the department and LPHAs:

e regulate retail food establishments;

e oversee disease control activities and in association therewith investigate
foodborne illness in Colorado communities; and

¢ work with retail food establishments to promote and expand healthy food
offerings in their communities to prevent chronic disease.

The different touchpoints for the department and LPHAs were considered in developing
the proposed rules.

The department, LPHAs and the regulated community are all affected and will benefit
from the proposed incorporation by reference of the Food Code. Costs are largely born by
the department to ensure infrastructure supports to state operations and to any LPHA
that regulates retail food.

Wholesale food processors and manufactures will not be affected.

The public will benefit from the revisions, which are scientifically based to prevent the
occurrence of foodborne illness.

2. To the extent practicable, a description of the probable quantitative and
qualitative impact of the proposed rule, economic or otherwise, upon affected
classes of persons.

The incorporation by reference of the Food Code maintains uniformity and allows retail
food establishments to more effectively and efficiently comply with regulation.
Therefore, enabling industry to not only be required to meet food safety standards which
are recognized nationally and operate under one set of uniform regulations that will not
vary from county to county and for national and regional chains from state to state.

Adoption of the Food Code establishes two new requirements; manager certification and
date marking. Section 2-102.20 of the model Food Code requires that at least one
employee with the authority to direct and control food preparation and service be a food
protection manager who has been certified by an accredited program. Section 3-501.17 of
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the model Food Code require industry to implement a system of identifying the date or
day by which the food must be consumed, sold, or discarded (date marking). This
requirement is an expansion of the previous requirement for retail food establishment
operators. Both of these new requirements provides better public health protection
within the retail food industry in Colorado. Though there is a cost to industry, it varies by
particular retail food establishment and whether the retail food establishment already
had date marking and a food protection manager. The cost in the short-term is offset by
the benefit of improved food safety practices. The two new requirement support
continuity in business operations; these practices help the business avoid closure for
unsafe practices, closure due to an outbreak investigation or loss of business due to an
outbreak. Similarly, these food safety practices benefit retail food establishments as
employers as employees and customers are both adversely effected by foodborne illness.

While the substantive requirements are largely unchanged, moving to the Food Code is a
shift in practice for the department and LPHAs that regulate retail food establishments.
Rule numbers and citations for those inspecting facilities will change. This requires new
forms and data entry. It also requires inspectors to be familiar with the new format and
material. While the vast majority of the Food Code content is not new and inspectors are
familiar with it, removing the Colorado-specific language will require inspectors to locate
the applicable provision in the Food Code. In addition, under the current rule, Colorado-
specific language sometimes prescribed a specific course. With moving to the Food Code,
there will be circumstances where a new and possibly multiple pathways for achieving
compliance are available. Though the content is largely the same, the conversation for
those out in the field may be quite different. There will be opportunities for problem-
solving. Local businesses and food safety regulators will benefit from this engagement.
The delayed effective date allows everyone time to prepare for the process changes.

The shift to the Food Code maximizes the current allocation of resources by improving
administrative efficiency. Along with efficiency in the rulemaking process, moving to the
Food Code allows the department, LPHAs and the regulated community access to federal
guidance and resources that will support compliance and evidence-based practices.
Additionally, this approach, by directly aligning our regulation with the FDA Food Code
provides for increased eligibility to the department and LPHAs for federal funding.
Finally, moving to the Food Code standardizes our data and allows Colorado to compare
its work with other states and national data sets. Data is an invaluable resource that
allows the regulators and regulated community to make informed decisions and allocate
efforts to areas of increased risk or increased opportunity to improve food safety.
Improved data will also increase Colorado’s compatibility with intra- and multi-state
outbreak response protocols.

LPHAs have the opportunity to increase administrative efficiency but the extent to which
efficiency is increased is dependent upon the local jurisdiction’s implementation of the
contract and delegation. For example, a LPHA that relies upon the state data system will
have less cost than an agency that opts to procure or build a county-specific system.
Though there is efficiency and increased effectiveness when the state’s data system is
used, the department has not required local government to use the state system. Statute
permits the department to delegate Food Protection Act responsibilities to a county or
district board of health, §25-4-1604(1)(i), C.R.S. and a LPHA may implement practices and
administrative efficiencies so long as the practices do not conflict with these rules or
department policies.
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While LPHAs are not required to regulate retail food, many have opted to do so.
Currently, thirty-four (34) local public health agencies have delegated authority to
implement the regulations in 58 of the 64 counties in the State; whereas the division
currently implements the regulations in the remaining 6 counties. LPHAs are involved to
the extent they agree to serve as the department’s designee for the purpose of retail
food establishment inspections. Many local public health agencies contribute local dollars
to implement additional desired program elements, these costs would remain as desired
by the local decision makers. LPHAs are a partner in this work; however, the proposed
regulation does not contain a local government mandate as defined by statute.

This regulation does not apply to establishments in the City and County of Denver, who
are exempt by statute, 25-4-1604(2), from using the proposed regulations. The City and
County of Denver was represented in the stakeholder process, and is a current and
historical partner with the department and other local health jurisdictions in assuring
their requirements are substantially equivalent to these regulations.

3. The probable costs to the agency and to any other agency of the implementation
and enforcement of the proposed rule and any anticipated effect on state
revenues.

Minimal costs will be incurred by retail food establishments attaining compliance with
new requirements regarding manager certification. Those minor costs are outweighed
by the increased public health benefit this new requirement provides. While the
adoption of the FDA Model Food Code is not mandated, it is strongly favored by
industry, particularly by national and regional chain restaurants and grocery stores.
Adoption of the Food Code will allow Colorado to meet a number of the Voluntary
National Retail Food Regulatory Program Standards, a measure of an effective retail
food program.

Required costs to the department and LPHAs are minimal and associated with staff
training and data system updates. While this change does necessitate modifications to
existing data systems, the migration of data and use of the State’s data system is
available LPHA partners at no cost. Currently 23 out of the 34 delegated counties
utilize this system. For those that do not opt to use the state data system, costs
associated with procuring another database, building a database or customizing a
database would vary. No LPHA is required to incur these costs. Staff training costs are
also anticipated to be minimal and incurred in the short-term. Stakeholders have
developed a work plan to ensure regulators and the regulated community are prepared
to apply the Food Code by the delayed effective date of January 1, 2019. After
implementation, costs will reduce or be avoided for the reasons discussed above. For
example, due to extensive resource-sharing with FDA, costs associated with the
development of Colorado-specific guidance documents will be reduced and result in a
more uniform application of Food Code requirements. Long-term LPHA cost-savings
may result; however, this is dependent upon how the local jurisdiction implements the
delegation.
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4, A comparison of the probable costs and benefits of the proposed rule to the
probable costs and benefits of inaction.

The current rule was adopted by the Board of Health on November 21, 2012. Since
adoption, the department has studied the implementation. The department assessed
its data, processes, administrative burdens, the feedback of regulated entities and
local public health agencies and the public health outcomes achieved under the rule.
Upon full review of the system, the department determined that moving to the Food
Code maximizes the resources available to achieve the public health outcomes. The
food safety administration costs exceed the resources available; this rule is an effort
to close the gap between the costs and the resources my making our regulatory
processes as efficient as possible. Adoption of the Food Code benefits industry and
therefore benefits consumers. Uniformly enforced, nationally recognized science- and
evidence-based food safety standards ensures the effective and efficient utilization of
the fees paid by the industry to the department and local public health agencies.

Inaction results in continued enforcement of the current regulation. Portions of the
regulation are prescriptive and thus, regulated entities must seek approval to deviate
from the requirements. While variances are merited in limited circumstances, a
pattern of variances indicates a rule is poorly written or does not clearly communicate
the minimum standard. While Colorado could continue the development and
maintenance of Colorado-specific guidance, doing so requires the department to
allocate resources to administrative processing. It will not increase our opportunity to
allocate resources to high-need areas as documented by the data. It does not allow
the department to work with industry proactively to maintain healthy businesses, a
healthy workforce or consumers free from acute foodborne illness. As time passes, the
current standards will continue to drift further away from national evidence-based
standards. The rules will become increasingly antiquated and Colorado’s food safety
performance will decline. As time passes, the costs to modernize our practice and our
infrastructure supports of those practices will increase. Similarly, inaction limits the
department and our local partners’ ability to leverage other sources of revenue to
support this work; participating in the Voluntary National Retail Food Regulatory
Program Standards increases federal funding opportunities.

5. A determination of whether there are less costly methods or less intrusive methods
for achieving the purpose of the proposed rule.

Every effort was made when developing the proposed regulations to take into
consideration the probable impacts. The proposed rule is the most effective and
efficient approach to achieving a safe food supply in Colorado. Adoption of the food
safety requirements contained within the Food Code is necessary to provide the
regulated community and the general public at large with a regulation that is
consistent with current health and sanitation requirements and nationally recognized
science- and evidence-based requirements to protect public health. By utilizing the
incorporation by reference method, significant costs savings to both the regulated
community and regulating agencies are realized by streamlining the process. The
short-term costs are out-weighed by the operational efficiencies and health benefits.
The department will update the incorporation by reference as need to remain current.
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6. Alternative Rules or Alternatives to Rulemaking Considered and Why Rejected.

The alternative to the proposed rulemaking was to amend and update the existing
Colorado Retail Food Establishment Rules and Regulations. This alternative was
rejected because the current regulations, as identified during the 2012 rulemaking,
already closely mirror the FDA model Food Code. Adoption by reference is a more
efficient use of time and resources for the department and local public health
agencies, as it captures current advances in food safety through a concise
incorporation. Adopting the FDA model Food Code keeps Colorado retail food
establishments consistent with the most current nationally recognized science- and
evidence-based health and sanitation requirements, and also immediately avails
Colorado to the training, guidance, and multi-lingual resources from the FDA and other
jurisdictions using the model Food Code. Implementation of the Food Code will ensure
long-term consistency in the application of food safety requirements and will
significantly improve the division’s ability to track compliance data and increase
Colorado’s compatibility with intra- and multi-state outbreak response protocol.

7. To the extent practicable, a quantification of the data used in the analysis; the
analysis must take into account both short-term and long-term consequences.

Analysis of the consequences associated with the incorporation by reference of the Food
Code included review of Center for Disease Control and Prevention (CDC) and U.S. Food
and Drug Administration (FDA) publications, Code of Federal Regulations (CFR), guidance
documents, studies, variance requests submitted between 2013 and 2016, lean processes,
quality improvement projects, interviews with database vendors and data specialists,
feedback from LPHAs, feedback from industry, and budget documentation.

Additionally, the department reviewed references to the current retail food regulation
in Code of Colorado Regulations. This regulation is referenced, cited, or incorporated
by reference into the following regulations:
> Department of Public Health and Environment

¢ Rules and Regulations Governing Schools (6 CCR 1010-6),

e Rules And Regulations Governing The Health and Sanitation Of Child
Care Facilities (6 CCR 1010-7),

e Wholesale Food (6 CCR 1010-21),
e Sanitary Standards For Penal Institutions (6 CCR 1010-13),
o Nursing Care Facilities (6 CCR 1011-1, Chapter 05),

e Standards For Hospitals and Health Facilities: Chapter VIl - Assisted
Living Residences (6 CCR 1011-1, Chapter 07), and

e State Board Of Health, Core Public Health Services, (6 CCR 1014-7)
> Department of Revenue

e Medical Marijuana Rules (1 CCR 212-1), and

e Retail Marijuana Rules (1 CCR 212-2);
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» Department Of Labor and Employment, Division of Vocational Rehabilitation, (7
CCR 1105-1)

> Department Of Health Care Policy And Financing Medical Services Board,
Medical Assistance - (Section 8.500, 10 CCR 2505-10)

> Department Of Human Services

e Services For The Aging Older Americans Act (Oaa) Programs (Rule
Manual Volume 10) (12 CCR 2510-1), and

e Division of Rehabilitation, Rehabilitation Services (Staff Manual Volume
9) (12 CCR 2513-1).
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STAKEHOLDER COMMENTS
for Amendments to
6 CCR 1010-2, Colorado Retail Food Establishment Rules and Regulations

State law requires agencies to establish a representative group of participants when
considering to adopt or modify new and existing rules. This is commonly referred to as a
stakeholder group.

Early Stakeholder Engagement:

The following individuals and/or entities were invited to provide input and included in the
development of these proposed rules:

The retail food stakeholder group included representatives from local public health agencies
(LPHAs), the Colorado Restaurant Association, retail food establishments, Indian Health
Services, Colorado State University, various food industry associations, other Colorado
Department of Public Health and Environment (CDPHE) divisions, other state departments,
the U.S. Food and Drug Administration, and the U.S. Department of Agriculture.

Retail Food Rulemaking Stakeholders

o

o

Adamson, Deb, Weld County Public Health

Aguilar, Nicole, Larimer County Health Department
Alvarez, Kelly, Kit Carson County Public Health
Atkinson, Richard, USDA

Austin, Jim, Montrose County Health and Human Se
Babcok, Kelly, CSU

Bailey, Grier, Colorado Wyoming Petroleum Markete
Bare, Gina, Boulder County Public Health

Bernido, Alyssa, Indian Health Services

Blehm, Jerry, Larimer County Public Health

Braun, Elizabeth, Consumer

Brookhill, Le Peep, Le Peep

Bunning, Marisa, CSU Extension Service

Burk, Kim, Broomfield Health and Human Services
Bustos, Mel, Northeast County Health Department
Carlton, Vicki, Pueblo County

Carlstrom, Andrea, Chaffee County Public Health
Chapman, MaryLou, Rocky Mountain Food Industry A
Chevalier, Steven , Tri-County Health Department
Coin, Heather, Northeast County Health Department
Collins, Daniel E., Broomfield Health and Human Ser
Cowman, Scott, Routt County Dept. of Environment:
Cross, Sheila, Park County Public Health

Dahl, Kurt, Pitkin County

Darden, Sid, Fremont County Env. Health Services
Daugherty, Brian, Pitkin County

Davidson, Abby, City and County of Denver
Devore, Jim, Larimer County Public Health
Drager, Lane, Boulder County Public Health
Dugdale, Sherri, San Juan Basin Public Health
Eisenman, Tom, Park County Public Health
Fawcett, Laura, Eagle County Env. Health

Fiene, Vanessa, Tri-County Health Department
Flores, Israel(lzzy), Le Peep

Gamboa, Britt, Broomfield County Public Health
Glenn, Monika, SanJuan Basin Health Department
Gonzales, Tom, El Paso County Public Health
Griffen, Lee, El Paso County Public Health

Groth, Sara, Tri-County Health Department
Hartzell, Gary, Elbert County Public Health
Hatterman, Meridith , Tri-County Health Department
Hendershott, Dan, Summit County

Hoover, Nick, CO Restaurant Association

Howes, Chris, Colorado Retail Council

Hunsworth, Lynnette, San Juan Basin Public Health
Irwin, Christopher, USDA

Jaura, Ferah, Tri-county Health Department
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o Johnson, Michael, Chumley Subs, LLC

o Johnston, Amanda, Larimer County Public Health
o Joseph, Dan, Weld County Public Health

o Keith, Carol, Alamosa County Public Health

o Kelley, Kristi, WalMart

o Korbit, Su, Otero County Health Department

o  Kulick, Maya, Summit County Public Health

o Lee, Danica M., Denver Dept. of Environmental Heal
o Lemmons, Andrew, Park County Public Health

o Lewandowski, Claire, Eagle County Public Health
o Lewis, Alan, Natural Grocers

o Lewis, Anica, Lake County Public Health

o Littlepage, Jackie, Lake County Public Health

o Lovett, Heidi, Gunnison County Public Health

o Macpherson, Claire, San Juan Basin Public Health
o Malinoski, Joe, Boulder County Public Health

o Martinez, John, Las Animas-Hueffano County Districi
o  McClain, Tenzin, Whole Foods

o McFadden, Katherine, USDA

o  Melzer, Rick, Routt County Dept. Env. Health

o Merry, Ray, Eagle County Health Department

o  Mull, Monique, Mesa County Health Dept.

o Nara, Heather , Mesa County Health Dept.

o Nordstrom, Ken, Delta County Health Dept.

o Odette, Seth, Prowers County Public Health

o Oliver, CJ, Aspen Environmental Health Dept.

CDPHE staff:

o Brandt, Matthew, CDPHE/DEHS
o Brucha, Joan, CDPHE/PSD

o Cassell, Cheryl, CDPHE/PSD

o Cronquist, Alicia, CDPHE-DCEED
o Decelles, Jon, CDPHE/DEHS

o Gammel, Amy, CDPHE/DEHS

o Garber, Sarah, CDPHE/DEHS

o Herlily, Rachel, CDPHE/DCEED
o Herrero, Diana, CDPHE/DCEED
o Huffman, Troy, CDPHE/DEHS

o Lancelot, Kelly, CDPHE/DEHS
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Opp, Carla, Jefferson County Public Health

Pasquarelli, Antonio, Denver Dept of Environmental Health

Petersen, Nelle, Silver Thread Public Health District, Lake City

Peterson, Alison, City and County of Denver

Porter, Carlyn, City of Aspen

Rada, Jim, Jefferson County Public Health

Ramig, Mindi, Jefferson County Public Health
Rappold, Lynnea, Alamosa County Public Health
Riess, Jeannine, CSU

Riggs, Sonia, CO Restaurant Association

Riley, Brehan, CO Dept. of Education

Ritter, Rick, Otero County Health Department
Savalox, Heather, Routt County Environmental Health
Scallan, Elaine, UC Denver

Scheller, Carol, Hindsdale County Public Health
Seminara Jr., Mario, FDA

Smith, Chris, San Miguel County Public Health
Stillwell, Stephen, Broomfiled County Public Health
Stauffer, Vera, Montrose County Health and Human Services
Taube, Kerry, Las Animas County Public Health

Tew, Daniel, Yum! Brands

Tsevdos, Natalie, Garfield County Public Health
Urbonas, Wayne (Wano), Chaffee County Public Health
Wallingford, Shelly, Starbucks

Williams, Josh, Garfield County Public Health

Zielbauer, Kelly, Albertsons/Safeway

Lawrence, Jeff, COPHE/DEHS
Lewis, Meagan, CDPHE/DEHS
McConnell, Greg, CDPHE/DEHS
Miller, Tracy, CDPHE/PSD
Pilonetti, Therese, CDPHE/DEHS
Rael, Brianne, CDPHE/DEHS
Rossiter, Shannon, CDPHE/DCEED
Ruble, Cary, CDPHE/DEHS

Sax, Joanne, CDPHE/DEHS
Schoblaski, Emily, CDPHE/DEHS
Scott, Sean, CDPHE/DEHS
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o Siemsen, Keith, CDPHE/OPPI o Ulric, Erin, CDPHE/PSD
o Strauss, Jon, CDPHE/DEHS o Vanwagenen, Laura, CDPHE/DEHS
o Trubee, Justin, CDPHE/DEHS o  Warwick, Robert, CDPHE/DEHS

o  Turpin, Brad, CDPHE/DEHS
Stakeholder Group Notification

The stakeholder group was provided notice of the rulemaking hearing and provided a copy of
the proposed rules or the internet location where the rules may be viewed. Notice was
provided prior to the date the notice of rulemaking was published in the Colorado Register
(typically, the 10th of the month following the Request for Rulemaking).

_X_ Not applicable. This is a Request for Rulemaking Packet. Notification will occur
if the Board of Health sets this matter for rulemaking.

Yes.
Summarize Major Factual and Policy Issues Encountered and the Stakeholder Feedback
Received. If there is a lack of consensus regarding the proposed rule, please also identify
the Department’s efforts to address stakeholder feedback or why the Department was
unable to accommodate the request.

The division has been tracking opportunities to improve and modernize this regulation since
its last amendment in November 2012. Over the last 18 months, the division began having
informal discussions with stakeholders to discuss the approach of incorporation by reference
of the Food Code. Based on these discussions and positive feedback, formal regulation
revision stakeholder meetings were scheduled and held on March 1, May 25, June 22, and
August 8, 2017. Since the current Colorado Retail Food Establishment Rules and Regulations
are recognized and understood by the involved and effected stakeholders and closely align
with the model Food Code there were few significant factual or policy issues encountered.

The new requirement for a Certified Food Protection Manager at retail food establishments
was evaluated during the stakeholder process and resulted in consensus. The date marking
requirement is an expansion of a previous requirement for retail food establishment operators
serving highly susceptible populations and was evaluated during the stakeholder process and
also resulted in consensus.

Local public health agency (LPHA) response has been varied. Many appreciate the efficiency
identified with the proposed rule. The concern and thus, the focus of the stakeholder
engagement has been: ensuring the database is available, providing staff time and training to
transition to the revised rule, and studying how the rule integrates with local government
efforts authorized under statute. The stakeholder group has developed a work plan to
implement the process improvements.

Division representatives met internally with representatives of CDPHE’s Disease Control and
Environmental Epidemiology Division (DCEED) and the Prevention Services Division (PSD) to
confirm that the incorporation by reference of the Food Code supports or does not interfere
with each division’s respective missions, strategic priorities, and regulations. No significant
factual or policy issues for these divisions or their partners were encountered.
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Please identify health equity and environmental justice (HEEJ) impacts. Does this
proposal impact Coloradoans equally or equitably? Does this proposal provide an
opportunity to advance HEEJ? Are there other factors that influenced these rules?

The incorporation by reference of the Food Code will continue to safeguard public health and
ensure that food served in Colorado is unadulterated and honestly presented when offered to
the consumer, regardless of race, color, national origin, or income. The revised and proposed
regulation will continue to assure uniformity and effectiveness in the implementation of food
safety standards and promote the full health potential of all Coloradans. The federal
resources are available in multiple languages and the department anticipates that these
resources will help inform stakeholders and individuals interested in learning more about food
safety. The revised rule may enable regulators and regulated industry to be proactive and
prevent disease; this influences the determinants of health for the retail food establishment
owners and workforce by providing economic stability through maintained employment and
resources for those that may be Limited English Proficient.



OV OoONOUTRNWN =

A ADADADANDNMNDINAMDADNMNDNWWWWWWWWWWNNNDNNNNNNN A A A QA aa
VWONOCURNMNWN—_LOVWONOCOUAWN_,LPOOVONOOUTAWN—_,LPOVONOUNANWN-=-O

Document 3 RQ 19 of 340

COLORADO DEPARTMENT OF PUBLIC HEALTH AND ENVIRONMENT

Division of Environmental Health and Sustainability

COLORADO RETAIL FOOD ESTABLISHMENT REGULATIONS

6 CCR 1010-2

Adopted by the Board of Health on ; effective, January 1, 2019

2.1 Authority

This regulation is adopted pursuant to sections 25-1-108(1)(c)(l), 25-4-1603, 25-4-
1604(1)(b)(1), and 25-5-420, Colorado Revised Statute (C.R.S.) and is consistent with the
requirements of the State Administrative Procedure Act, section 24-4-101, et seq., C.R.S.

2.2 Scope and Purpose

A. This regulation shall be applied for the protection of public health by providing food to
consumers that is safe, unadulterated, and honestly presented.

B. This regulation establishes definitions; sets standards for management and personnel,
food operations, equipment and facilities; and provides for food establishment
inspection, employee restriction, and permit suspension.

C. This regulation does not apply to facilities or conditions listed in section 25-4-
1602(14)(a) - (m), C.R.S.

D. Section 2.6 of this regulation incorporates by reference:

1. Food Code, 2013 Recommendations of the United States Public Health
Service/Food and Drug Administration as published by the U.S. Department of
Health and Human Services, Public Health Service, Food and Drug
Administration (the Code), as published on November 15, 2017.

2. Supplement to the 2013 Food Code (2015), U.S. Department of Health and
Human Services, Public Health Service, Food and Drug Administration, (the
Supplement), as published on November 15, 2017.

2.3 Applicability

A. Pursuant to the provisions of sections 25-4-1602(14), 25-4-1603, and 25-4-
1604(1)(b)(1), C.R.S., this regulation:

1. Shall apply to a retail establishment that stores, prepares, or packages food for
human consumption or serves or otherwise provides food for human
consumption to consumers directly or indirectly through a delivery service,
whether such food is consumed on or off the premises or whether there is a
charge for such food.
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In accordance with section 25-4-1604(b)(ll), C.R.S., this regulation shall include but
not be limited to general overall retail food establishment and equipment design and
construction; sanitary maintenance of equipment, utensils, and facilities for food
preparation, service, and storage; wholesomeness of food and drink; source and
protection of food and water; disposal of liquid and solid wastes; and other rules for
the effective administration and enforcement of the Colorado Food Protection Act,
part 16, article 4, title 25, C.R.S.

The department shall utilize the Code, the Supplement, or other department
approved methods as authorized by statute and as appropriate to assure that retail
food establishments comply with the Colorado Food Protection Act, part 16, article 4,

For the purpose of these rules and regulations:

1. Food establishment (as used in the Code and Supplement) means, for the
purposes of this regulation, Retail Food Establishment as defined in section 25-
4-1602(14) C.R.S.

2. Inspection (as used in the Code and Supplement) means, for the purposes of
this regulation, Inspection as defined in section 25-4-1602(7) C.R.S.

3. Permit (as used in the Code and Supplement) means, for the purposes of this
regulation, License as defined in section 25-4-1602(8) C.R.S.

4, Permit holder (as used in the Code and Supplement) means, for the purposes of
this regulation, Licensee as defined in section 25-4-1602(9) C.R.S.

5. Regulatory authority (as used in the Code and Supplement) means, for the
purposes of this regulation, Department as defined in section 25-4-1602(3),
C.R.S. and any county or district board of health with powers and duties
delegated by the department in accordance with section 25-4-1604(1)(i), C.R.S.

B.
C.
title 25, C.R.S.
2.4 Definitions
A.
2.5

License Requirements

Retail food establishments in Colorado must be licensed in accordance with the Colorado Food

Protection Act, part 16, article 4, title 25, C.R.S.

2.6

Incorporation by Reference

A.

Throughout these regulations, standards and requirements of outside organizations
have been adopted and incorporated by reference. The material incorporated by
reference cited herein includes only those versions that were in effect on November
15, 2017, and no later amendments to the incorporated materials. These regulations
incorporate by reference:

1. Food Code, 2013 Recommendations of the United States Public Health
Service/Food and Drug Administration as published by the U.S. Department of
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101 Health and Human Services, Public Health Service, Food and Drug

102 Administration (the Code); and

103

104 2. Supplement to the 2013 Food Code (2015), U.S. Department of Health and
105 Human Services, Public Health Service, Food and Drug Administration, (the
106 Supplement).

107

108 B. These regulations do not incorporate by reference:

109

110 1. Subpart 8-203.10 (Preoperational Inspections) of the Code;

111

112 2. Section 8-3 (Permit to Operate) of the Code;

113

114 3. Subpart 8-401.10 (Establishing Inspection Interval) of the Code; and

115

116 4, Subpart 8-401.20 (Performance- and Risk-Based) of the Code.

117

118 C. The Division of Environmental Health and Sustainability shall maintain certified copies
119 of the complete text of the incorporated materials, which shall be available for public
120 inspection during regular business hours, and shall provide certified copies of the
121 materials at cost upon request. For information regarding how the incorporated
122 materials may be obtained or examined, contact:

123

124 Division Director

125 Division of Environmental Health and Sustainability

126 Colorado Department of Public Health and Environment

127 4300 Cherry Creek Drive South

128 Denver, Colorado 80246-1530

129

130 D. The incorporated materials are available at:

131

132 www.colorado.gov/pacific/cdphe/food-regulations/food-code
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133

134 COLORADO REFAIL FOOD
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4214
4215

4216
4217
4218

4219

4220
4221

4222
4223

4224
4225
4226

4227
4228

4229
4230
4231
4232
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4233
4234
4235
4236

4237
4238

4239

4240

4241
4242
4243
4244
4245
4246
4247
4248

4249
4250
4251

4252

4253
4254
4255
4256
4257
4258

4259

4260
4261
4262

4263

4264
4265
4266

4267

4268
4269
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4270
4271

4272
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4273

4274

4275
4276
4277
4278

4279

4280
4281
4282
4283

4284

4285
4286
4287
4288
4289
4290
4291

4292

4293
4294
4295
4296
4297
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4298 INDEX
4299
43RD1  Aceess 99 4347 Commissary,2,-8,11,-14.90,92,93.95,96;
4302 Accredited Program.-1 4348 100
4303 Administrative-statutes108 4349 Commen-towel 76
4304 Adulterated 1 4350 Comphance;98,99.-105
4305 Adrdrying-66.67 4351 Compost. 79,80
4306 Allergent 4352 Composting. 37,58
4307 Approved1-26-93 4353 Cendemnation-offoed; 103
4308 Asterisk21 4354 Condiments; 38,89
4309 Asymptematie—+ 4355 Hi 2718719,
4310 Attachments;-82 4356 Confirmed-disease-outbreak—3
4311 Awuthorized-personnel23 4357 Consumer-advisor 32354151
4312 i i Hity, 23,24, 4358 Gontamination—2-3-8-18-1924-252627;
4313 aw3-9-10-16:46 4359  32:34:35:36:37438:4444-53; 5860 6%
4314 i tee 4344, 4360  69:70;73;74:-80:85:88-89:-92;-93,-94:95;
4315 Balut14 4361 97
4316 Bandage 2022 4362 Controlled-atmosphere-packagihg—12
4317 Bare-hand-contact-19,33,34 4363 Cookchill-packaging12
4318 Beef 2,6,11,16,34,38,-39,40,41, 42, 51,67 4364 Cookingpotentially-hazardousfood; 19,39
4319 Beverage container, 25,37 4365
4370 Beverage-dispensthgegqiipment—37 4366  48;96
4321 Beverage-tubing-and-cold-plate; 56 4367 Goeling-methods;43
4322 Bei19:20,22 4368 Correction of violations, 100
4323 Boiler water additive, 86 4369 Corrosion-Resistant Materials, 3
4324 Bettled-drinking-water—7#1+72 4370 ing;2-23;
4325 Breading-mixtures;48 4371 Critical Control Point3,617-18,105
4326 Bulkfood 1,36,38,49 4372 Critical item, 1,3, 8,17
4327 Bulk-watertransport 72 4373 Critical-Hmit-3,-105
4328 Calibrated;- 19,61 4374 Crosscontamination;3,-17-24,33,34,-35-37;
4329 Candefects 28 4375 46
4330 Carbonated-beverage 54 4376 Cross-conhection 3,73
4331 GCarbonated-beverage-dispensers; 3 4377 GCutleafygreens3:9
4332 Carpeting8% 4378 Cutting board, 2, 3, 55, 96
4333 Catering operation, 1, 34 4379 Date-marking49-50
4334 ilings;9.-57,-82,-83; 4380 Demonstration-of knowledge 17
4335 CGCertificate-of license 98 4381
4336 Certified Food Protection Manager, 2, 17 4382 2E22-2326-28-29-30-31. 32333435
4337 Chemical;-9;:14:35:54:61,86 4383  41:42-44:45:-46:-48;50:51:53;55:62:63;
4338 Chemical-sanitizer,36,64,65,66 4384  B67-72-13,78,86,90,92,93,95, 96,9899,
4339 i itizing. 19, 63, 4385 100, 103, 104, 105, 106, 107, 108
4340 CleantnPlace{CIP) 2. 55 4386 Detergent-sanitizer—62-63
4341 Closure-withoutsuspension; 99 4387 Display-tank
4342 Colorado-Communicable Disease Manual22 4388  Shellfish; 24,45, 56,88
4343 CommercialDesigh2,53 4389 Disposable-towels; 36,76
4344 Commingle 4390 Drainage-ofEguipment75
4345  Shellfish;2,26 4391 Drainage-system-installation 76
4346 Comminuted2.-1940-41 4392 Drainboard 35,36, 55666774
4393 I —3+98:8%;
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4394
4395
4396
4397
4398
4399
4400
4401
4402
4403
4404
4405
4406
4407
4408
4409
4410
4411
4412
4413
4414
4415
4416
4417
4418
4419
4420
4421
4422
4423
4424
4425
4426
4427
4428
4429
4430
4431
4432
4433
4434
4435
4436
4437
4438
4439
4440
4441
4442
4443
4444

Document 3 RQ
Drinkingwater 3313536472 73—+4; 4445
91.92,93.96.97 4446
Drinking-water-test-kit—71 4447
Bry-mik28-29 4448
Dry-storage-area—3 4449
Drying-Agents;-86 4450
Easily-cleanable 4,73, #6,79,81,82,96 4451
Eating-and-drinking; 25 4452
4313940414551 4453
EggProduct4 4454
Embargo-notice 103 4455
Ewmbargo-of food; 103 4456
Embargo-release 104 4457
Emergeney-Alternative- Water Supphy—72 4458
Employee 14 4459
Employee-health 19 4460
Enamebware 54 4461
Enterohemorrhagic-Escherichia-coli4-14 4462
Envionmental-Protecton-Ageney—4-See-ERA 4463
EPA.4,64.6566 4464
EPA-registered-tabel-64 4465
Equipment;4,-39;:-47-53,56,-57-58,59;-61-63; 4466
64-6768-69-86-83-94-95-86 4467
Exelude 41920212223 4468
Exelusion18,-20,-21,22,-165 4469
i ~4.8,35,55, 57,62, 4470
F5-76.74-78-81-104 4471
FBA303% 4472
Federal Fair Packaging and Labeling Act, 32 4473
Fingernail. 2433 4474
Firstaid-supplies86 4475
Fish-5;26,28,40, 41,5167 4476
Fish-bat—89 4477
Floor-drain 7578 4478
Floors;- 9768183 4479
Flotd-mik—29,39-43 4480
Flying insect, 87 4481
Food-additive 1445 4482
24512171819, 20,24, 4483

22,23, 24.33,34,105 4484
ion-3;-6:19,23,-24-25,-33,36; 4485
5355697476 F78+79;81-82,8/-88; 4486
89,-91,92-93, 95,96, 97 4487
ion-sink-35.36,74.78.91, 4488

—6;28; 4489

Food-shields; 38 4490
10,2324, 313437425556, 4491

61,69, 7780818289, 96,99 4492
Foodborne Disease-Outbreak 5 4493
Foodberne-illness-5-17-18,-19,-33,-52-99 4494
Foodborne-lnessriskfactor 5 4495
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4496
4497
4498
4499
4500
4501
4502
4503
4504
4505
4506
4507
4508
4509
4510
4511
4512
4513
4514
4515
4516
4517
4518
4519
4520
4521
4522
4523
4524
4525
4526
4527
4528
4529
4530
4531
4532
4533
4534
4535
4536
4537
4538
4539
4540
4541
4542
4543
4544
4545
4546
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Lead 54 4547
License4,7,-90,98,99 4548
Licensee 47,1942 5156, 63,106 4549
Lighting9:57 4550
Linens 7454 4551
Living-Areas; 84 4552
Lubricant 9,56 4553
Majorfood-allergen 718 4554
Manual warewashing, 62 4555
Meat7+1130 4556
Mechanical-hand-drying-device 23 4557
Mechanical warewashing, 62, 65 4558
Mechanteally Fenderized—7 4559
mgH—+-54,61-6378 4560
Microwave40.-42,-43,68 4561
Milk—728 4562
Mixing-valve, 76 4563
i i i 8. 14.5700. 4564
91.92.03.04.95 4565
Meoditied-atmesphere packaging 12 4566
Molluscan-shellfish 81426, 2728, 34-35. 4567
41455156, 57 4568
Moluscan-shellstock39,-43 4569
Molusk-and-crustaceashells 4570
as-serving-containers—70 4571
Mop sink, 93 4572
32478, 4573
Mushroom29-30 4574
Mushreom-identification-expert29 4575
New Retail Food-Establishment8 4576
Non-Contindous-Cooking.8:41 4577
Non-Critical-item;8 4578
Nonfood-Contact Surfaces 85568 4579
8313537 4580
Papertowels; 92,97 4581
Parasite-destruction, 27 4582
Pasteurized-egg35 4583
Patrol-dogs;-88 4584
Peak-hotwaterdemand 72 4585
Person8-18-19 4586
i 2-4.8.17.18-10.20_21_22. 4587
232848100103, 104105 4588
Personal-care-item-8,9-85 4589
Personal-medications-86 4590
Pest 2878897100 4591
Pestictde-9-19-88 4592
891019454654, 4593

i Hities;9,83; 4594
Plans-and-specifications;-104 4595
W73 7677 : 4596

Poisonous-or-toxicmaterial 29,1885, 36 4597
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4598
4599
4600
4601
4602
4603
4604
4605
4606
4607
4608
4609
4610
4611
4612
4613
4614
4615
4616
4617
4618
4619
4620
4621
4622
4623
4624
4625
4626
4627
4628
4629
4630
4631
4632
4633
4634
4635
4636
4637
4638
4639
4640
4641
4642
4643
4644
4645
4646
4647
4648
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Single-service 36 4649 65, 6667686970 72 7576777980
Single-service-article14-69-85-86-88-89-90; 4650 82-83:-85,86:-88,89--914,-93;94,95: 96

9396 4651  Utihity-Linetnstatlation-81
Single-use-article-15-69.-85.-86.-88,-89 4652 Utilitysink24-78.-81.91
Slacking, 15,43 4653 Marianece 15106
Slash-resistant-gloves; 34 4654 \entilation 5782104107
Smooth, 15,34, 53, 55,79, 81,82, 93,96 4655 Moluntary-condemnation; 103
Seap; 92369297 4656 Walls; 957,59, 6081828303
Seous-videpackaging—12 4657
Specialized-processing-methods; 45 4658 6364656664567+ 18-81-82
Spenge36:82 4659 8591, 929396 See
Sprouts;-9;51 4660 i i 3239;
Styrofoam-and-softsided-coolers-96 4661 Wastewaterretentiontank;92
Submission-of-plans104 4662 Water-activity 16,45
Sulfiting-agents-35 4663 Water-conditioning-device 74
Surface-water 71 4664 Water-pressure—72
Tableware 1519, 36,37, 6266676970 4665 Whole-muscle-intactbeef 16,3240
Fags 4666 Wicker 5455

shelstock 2634 4667 ipi —7-36,37-869;
Tamper-proof bait station; 88 4668 Wood:54:-55:81-97
Tasting—34
Iempe#ata#g

49

62,64

Fempeorary-event15-95
lication-

9697

Fhermometer—15
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4669
4670

4671
4672
4673
4674
4675

4676
4677
4678
4679
4680
4681
4682
4683
4684
4685
4686
4687
4688
4689
4690
4691

4692
4693
4694
4695
4696
4697
4698

4699
4700

4701
4702

4703

4704
4705

4706
4707
4708

4709

4710
4711

4712

4713
4714
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4715

4716
4717

4718
4719

4720
4721
4722
4723
4724
4725

4726
4727
4728
4729

4730
4731
4732
4733
4734

4735
4736
4737
4738
4739
4740
4741

4742
4743
4744

4745
4746

4747

4748
4749
4750

4751
4752
4753

4754

4755
4756

4757
4758
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4759
4760

4761

4762
4763

4764
4765
4766

4767

4768
4769

4770
4771
4772

4773
4774
4775

4776
4777
4778
4779
4780

4781
4782

4783
4784
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4785 DecistoN-TREE#I - USING PH-Aw OR THE INTERACTION-OF
4786
4787
4788
#1 Does the operator want to hold the food without
using time or temperature control?
NO YES
Ne further action required. #2 s the food heat-treated?
—~ NO YES
o
/ all
a l
#3 |s the food treated using #4 s it packaged to prevent
some other method? recontamination?
YES NO NO YES
} l )
#5 Further PA or vendor #6 Using the food's known pH
documentation reguired. and/or a. values, position the
food in the appropriate table.
- I
#7 Use Table B #7 Use Table A
.--—-”"f-”--. ‘ /l
-
Non-PHF/Non-TCS Product Assessment Non-PHF/Non-TCS Product Assessment
Food may be held out of Further PA or vendor Food may be held Further PA or vendor
temperature or time documentation out of temperature documentation reguired.
contro! and is required. or time control and
4789 censidered shelf-stable. i2 considered shelf-



http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/FoodCode/FoodCode2009/ucm188696.htm#tree1
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4790 TFABLEAAND TABLER

>0.92- NON-RPHE/NON- NON-PHF/NON- .
95 FCS+roob FCSroob
NON-RPHE/NON-

>095 TCS PA PA
4791 * PHE MEANS POFENTHALLY-HAZARBOUS Foob
4792 ** TCS FOOD-MEANS THME/EMPERATURE CONTFROLFOR SAFEFY
4793 Foob
4794 *k% DA MEANS PROBUCTASSESSMENTREQUIRED

4795



4796

4797
4798
4799

4800

4801
4802

4803

4804
4805
4806
4807

4808

4809
4810

4811
4812
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FGGD**
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4813
4814
4815
4816
4817
4818

4819
4820

4821
4822
4823
4824
4825
4826
4827
4828
4829
4830
4831

4832
4833
4834
4835
4836
4837
4838
4839

4840
4841
4842

4843

4844
4845

4846
4847
4848

4849
4850

4851
4852
4853
4854
4855
4856
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4857

4858
4859




4860
4861

4862
4863
4864

4865
4866
4867

4868
4869
4870
4871

4872
4873
4874
4875

4876
4877
4878
4879
4880
4881
4882
4883

4884

4885
4886

4887

4888
4889
4890
4891
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4892
4893

4894

4895
4896

4897

4898
4899

4900
4901
4902
4903
4904
4905
4906
4907
4908
4909
4910
4911
4912
4913
4914
4915
4916

4917
4918
4919

4920

4921
4922

4923
4924

4925
4926
4927
4928
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4929
4930

4931
4932
4933

4934
4935

4936
4937
4938
4939
4940
4941
4942
4943
4944
4945

4946
4947

4948

4949
4950

4951
4952
4953
4954
4955

4956
4957
4958
4959

4960

4961
4962

4963
4964
4965
4966
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4967

4968
4969

4970

4971
4972
4973

4974
4975

4976
4977
4978
4979
4980

4981

4982
4983

4984
4985
4986
4987
4988
4989

4990
4991

4992
4993
4994

4995
4996

4997
4998
4999
5000

5001
5002

5003
5004

5005
5006
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5007
5008

5009
5010

5011
5012

5013
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5014
5015

5016
5017
5018
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5066
5067

5068

5069
5070

5071
5072

5073
5074

5075
5076

5077
5078
5079
5080
5081

5082
5083

5084
5085
5086

5087
5088
5089
5090

5091
5092

5093
5094

5095

5096
5097
5098

5099
5100

5101
5102

5103
5104

5105

Document 3 RQ
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5106
5107

5108
5109

5110

Document 3

RQ

167 of 340

&

&

&

£ 8|8 |8 |&




5111
5112
5113

5114

5115
5116
5117
5118

5119

5120
5121

5122
5123
5124

5125
5126
5127
5128
5129
5130

5131

5132
5133

5134
5135

5136
5137

5138
5139

5140
5141
5142
5143

5144
5145
5146
5147
5148
5149
5150
5151
5152
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5153
5154
5155
5156

5157
5158

5159
5160
5161
5162
5163
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5164

5165
5166

5167
5168

5169
5170
5171

5172
5173

5174
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5175



5176
5177

5178

5179
5180
5181

5182
5183
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Hvdrazina
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Mornholina
r.l




5184
5185
5186

5187
5188
5189

5190
5191

5192
5193
5194
5195
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Mineral ot

.........................................................................

......................................................................

Polvathviena
T \le\.'l.l Iy --------------------------------------------------------------




5196

5197
5198
5199
5200
5201

5202

5203
5204
5205
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5206 APPENDIX F - SANITIZERS
5207

5208 Refer to 40 CFR § 180.940, (2010)  Sanitizing solutions



5209
5210

5211
5212

5213
5214
5215
5216
5217
5218

5219
5220
5221
5222

5223
5224
5225
5226
5227
5228
5229

5230
5231
5232
5233
5234
5235
5236
5237

5238
5239
5240
5241
5242
5243
5244

5245
5246
5247

5248
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5249

5250
5251
5252
5253
5254
5255
5256
5257
5258

5259
5260
5261
5262
5263
5264
5265

5266
5267
5268
5269
5270

5271

5272
5273
5274
5275
5276
5277

5278
5279
5280
5281
5282
5283
5284
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http://www.fda.gov/Food/FoodSafety/HazardAnalysisCriticalControlPointsHACCP/ucm114868.htm

5285

5286
5287

5288
5289

5290
5291
5292

5293
5294

5295

5296
5297

5298

5299
5300
5301
5302
5303
5304
5305
5306
5307
5308
5309
5310

5311
5312
5313
5314
5315
5316
5317
5318
5319
5320
5321
5322
5323
5324
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5325
5326
5327
5328
5329
5330
5331
5332
5333
5334
5335

5336

5337
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5338

5339
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herbs-otherfoods contact-with-RTEfoods:
f nfoctod I | liey.

workersvia-fecal-oral handwashing

route



5340

5341
5342

5343

5344
5345
5346

5347
5348
5349
5350
5351
5352
5353

5354
5355
5356

5357
5358

5359

5360
5361

5362
5363

5364

5365
5366
5367
5368
5369
5370
5371
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http://www.access.gpo.gov/nara/cfr/cfr-table-search.html
http://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/ucm119194.htm

5372
5373
5374
5375

5376
5377
5378
5379

5380
5381
5382
5383
5384
5385
5386
5387

5388
5389
5390
5391
5392
5393
5394

5395
5396
5397
5398
5399

5400
5401
5402
5403

5404
5405
5406

5407
5408
5409
5410
5411
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5412
5413
5414
5415

5416
5417
5418
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5419
5420

5421

5422
5423
5424
5425
5426
5427
5428

5429

5430

5431
5432

5433
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5434
5435

5436




5437
5438

5439
5440
5441

5442
5443
5444
5445
5446
5447
5448
5449
5450

5451
5452
5453
5454
5455
5456
5457
5458
5459
5460
5461
5462
5463
5464

5465
5466
5467
5468
5469
5470
5471
5472
5473
5474
5475
5476

5477
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5478
5479

5480

5481
5482
5483
5484
5485
5486
5487
5488
5489
5490
5491
5492

5493

5494
5495
5496
5497
5498

5499

5500
5501
5502
5503
5504
5505
5506
5507
5508
5509

5510
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1. Do preventive measures exist at this step or subsequent

steps for the identified hazard?
Modify step,
No  Process or product
Yes '
Yes
v v
2.Does this step eliminate or Is control at this step
reduce the likely occurrence of a necessary for safety?

hazard to an acceptable level?

v

3. Could contamination with identified hazards

occurinmexcess of acceptable tevelsorcoutd———] No
these increase to unacceptable levels?
Yes l:
Yes No
}
4. Will a subsequent step eliminate
identified hazards or reduce the likely |
occurrence to an acceptable level? Yes
No l
v ¢ \

CRITICAL
CONTROL

STOP

Not a Critical
Control Point

POINT

5511



5512

5513

5514
5515
5516
5517
5518
5519
5520

5521

5522
5523
5524
5525
5526
5527
5528
5529

5530
5531
5532

5533
5534

5535

5536
5537
5538
5539
5540
5541
5542

5543

5544

5545

5546

5547
5548

Document 3

RQ

193 of 340



5549
5550

5551
5552
5553
5554
5555

5556

5557
5558
5559
5560
5561

5562
5563

5564

5565
5566
5567
5568
5569

5570
5571

5572
5573
5574
5575
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http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ManagingFoodSafetyHACCPPrinciples/Operators/ucm2006811.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ManagingFoodSafetyHACCPPrinciples/Operators/ucm2006811.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ManagingFoodSafetyHACCPPrinciples/Operators/ucm2006811.htm
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http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ManagingFoodSafetyHACCPPrinciples/Regulators/ucm2006812.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ManagingFoodSafetyHACCPPrinciples/Regulators/ucm2006812.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ManagingFoodSafetyHACCPPrinciples/Regulators/ucm2006812.htm
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http://www.cdc.gov/ncidod/EID/vol5no5/mead.htm
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http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Seafood/FishandFisheriesProductsHazardsandControlsGuide/default.htm
http://www.fda.gov/Food/FoodSafety/Product-SpecificInformation/Seafood/FederalStatePrograms/NationalShellfishSanitationProgram/ucm046353.htm
http://www.fda.gov/Food/FoodSafety/Product-SpecificInformation/Seafood/FederalStatePrograms/NationalShellfishSanitationProgram/ucm046353.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/FoodborneIllnessandRiskFactorReduction/RetailFoodRiskFactorStudies/ucm123544.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/FoodborneIllnessandRiskFactorReduction/RetailFoodRiskFactorStudies/ucm123544.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/FoodborneIllnessandRiskFactorReduction/RetailFoodRiskFactorStudies/ucm089696.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/FoodborneIllnessandRiskFactorReduction/RetailFoodRiskFactorStudies/ucm089696.htm
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http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-1
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-2
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-3
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-4
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-5
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-6
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-7
http://www.cfsan.fda.gov/~dms/fc01-a3.html#a3-7
http://www.foodprotect.org/managers-certification/
http://www.foodprotect.org/managers-certification/
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http://www.fda.gov/Food/ScienceResearch/ResearchAreas/SafePracticesforFoodProcesses/ucm094141.htm
http://www.fda.gov/Food/ScienceResearch/ResearchAreas/SafePracticesforFoodProcesses/ucm094141.htm
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#1 Does the operator want to hold the food without
usging time or temperature control?

g

NO

l

YES

l

No further action required.

#2 s the food heat-treated?

l l

YES

~1 NO

e [

a
#3 |s the food treated using #4 s it packaged to prevent
|_some other method? recontamination?
YES NO NO YES
! ) )

#5 Further PA or vendor
documentation reguired.

#6 Using the feod's known pH
and/or a. values, position the

-

food in the appropriate table.

—

- T —

#7 Use Table B #7 Use Table A

! o

Non-PHF/Non-TCS
Food may be held out of
temperature or time
control and is
considered shelf-stable.

Product Assessment
Further PA or vendor
documentation
required.

Non-PHF/Non-TCS
Food may be held
out of temperature
or time control and
ia considered shelf-

Product Assessment
Further PA or vendor
documentation reguired.
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http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/FoodCode/FoodCode2009/ucm188696.htm#tree1
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http://www.fda.gov/Food/FoodDefense/default.htm
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http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodLabelingNutrition/ucm058962.htm
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodLabelingNutrition/ucm058962.htm
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York State Department of Health data 1980-1991 published: Weingold, Guzewich, Fudala, 1994, Use of Foodborne
Disease Data for HACCP Risk Assessment. J. Food Prot. 53: 820-830.
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http://allergy.mcg.edu/physicians/joint.html
http://www.aaaai.org/patients/resources/fastfacts/latex.stm
http://allergy.mcg.edu/physicians/ltxhome.html
http://www.osha-slc.gov/dts/tib/tib_data/tib19990412.html
http://www.osha-slc.gov/OshStd_data/1910_0138.html
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http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm113843.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm113843.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ucm215053.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ucm215053.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ucm218750.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ucm218750.htm
http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/ucm218750.htm
http://www.fda.gov/
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/ProduceandPlanProducts/ucm064458.htm
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/ProduceandPlanProducts/ucm064458.htm
http://www.fda.gov/Food/ResourcesForYou/Consumers/ucm114299.htm
http://www.fda.gov/Food/FoodIngredientsPackaging/FoodContactSubstancesFCS/ucm116567.htm
http://www.fda.gov/Food/FoodIngredientsPackaging/FoodContactSubstancesFCS/ucm093685.htm

8313
8314
8315
8316
8317
8318
8319
8320
8321
8322
8323
8324
8325
8326

8327
8328
8329
8330

8331
8332
8333
8334
8335
8336
8337
8338
8339
8340
8341

8342
8343
8344
8345
8346
8347
8348

8349
8350
8351
8352

8353
8354
8355
8356

8357
8358
8359

Document 3

RQ

275 of 340



http://www.fda.gov/Food/FoodIngredientsPackaging/GenerallyRecognizedasSafeGRAS/GRASListings/default.htm
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http://www.fda.gov/Food/ScienceResearch/ResearchAreas/RiskAssessmentSafetyAssessment/ucm183966.htm
http://www.fda.gov/Food/ScienceResearch/ResearchAreas/RiskAssessmentSafetyAssessment/ucm183966.htm
http://www.fda.gov/Food/ScienceResearch/ResearchAreas/RiskAssessmentSafetyAssessment/ucm183966.htm
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http://www.fda.gov/Food/ScienceResearch/ResearchAreas/RiskAssessmentSafetyAssessment/ucm183966.htm
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http://www.fsis.usda.gov/oa/fr/95033F-a.htm
http://www.fsis.usda.gov/oa/fr/95033F-a.htm
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9219
9220

9221

9222
9223
9224
9225
9226

9227

9228
9229
9230
9231
9232
9233

9234
9235
9236
9237
9238
9239
9240
9241
9242

9243
9244
9245
9246
9247
9248

9249
9250
9251
9252
9253
9254
9255
9256

Document 3

RQ

297 of 340



9257
9258

9259
9260
9261
9262
9263
9264
9265
9266
9267
9268
9269
9270
9271
9272
9273

9274
9275
9276
9277
9278
9279
9280
9281
9282
9283
9284
9285
9286
9287
9288
9289
9290
9291
9292
9293
9294
9295
9296

9297
9298
9299
9300
9301
9302
9303
9304
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9305
9306
9307
9308

9309
9310
9311
9312
9313
9314
9315
9316
9317
9318

9319
9320

9321
9322
9323
9324
9325
9326

9327
9328
9329

9330
9331
9332
9333
9334
9335
9336
9337
9338
9339
9340
9341
9342
9343
9344
9345
9346
9347
9348
9349

9350
9351
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9352
9353

9354
9355
9356
9357
9358

9359
9360
9361
9362
9363

9364
9365

9366

9367
9368

9369
9370

9371

9372
9373
9374
9375

9376
9377

9378
9379 astauran afete
9380 establishments:

9381
9382
9383

9384 (1) Ready-to-eat but notnecessarily for immediate consumption,
9385
9386 (38— Notoffered for sale-outside-the food-establishment;
9387 (E)—Foods of nonutritional significance such-as coffee;

9388 (F)— Bulk food for further manufacturing or repacking:-and




9389

9390
9391
9392

9393
9394
9395

9396
9397
9398
9399
9400
9401
9402

9403
9404
9405
9406

9407
9408
9409
9410
9411
9412
9413
9414
9415
9416
9417

9418

9419
9420
9421
9422
9423
9424

9425

9426
9427
9428
9429

9430
9431
9432
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9433
9434
9435
9436

9437
9438
9439
9440
9441
9442
9443

9444
9445
9446
9447
9448

9449

9450
9451
9452
9453
9454
9455

9456
9457
9458
9459
9460

9461
9462
9463

9464

9465
9466
9467
9468
9469

9470
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http://www.fda.gov/Food/ScienceResearch/ResearchAreas/RiskAssessmentSafetyAssessment/ucm183966.htm
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9471
9472

9473
9474
9475
9476
9477
9478
9479
9480
9481
9482
9483
9484

9485

9486
9487
9488
9489
9490
9491



http://www.fda.gov/Food/FoodSafety/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm113942.htm

9492

9493
9494
9495
9496

9497

9498
9499
9500
9501
9502
9503

9504

9505
9506
9507
9508
9509
9510
9511
9512
9513

9514
9515
9516
9517

9518
9519
9520
9521

9522
9523
9524
9525
9526
9527
9528

9529
9530

9531
9532
9533
9534
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9535

9536
9537
9538
9539

9540
9541
9542
9543
9544
9545

9546
9547

9548
9549
9550
9551
9552
9553
9554
9555
9556
9557
9558
9559
9560
9561
9562
9563
9564
9565
9566
9567
9568
9569
9570
9571
9572
9573
9574
9575
9576
9577
9578
9579
9580
9581
9582
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9583
9584
9585
9586
9587
9588
9589
9590
9591
9592
9593
9594
9595
9596
9597

9598
9599
9600
9601

9602

9603
9604
9605
9606
9607
9608
9609
9610
9611

9612
9613

9614

9615
9616
9617

9618
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9619
9620

9621
9622
9623
9624
9625
9626

9627
9628
9629
9630
9631
9632

9633

9634
9635
9636
9637
9638
9639
9640
9641

9642
9643
9644
9645
9646
9647

9648
9649
9650

9651
9652
9653

9654
9655
9656

9657

9658
9659
9660
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9661
9662

9663

9664
9665
9666
9667
9668
9669
9670
9671

9672
9673

9674
9675
9676
9677
9678
9679

9680

9681
9682
9683
9684
9685
9686

9687
9688
9689
9690
9691
9692
9693

9694

9695
9696
9697
9698
9699
9700
9701
9702
9703
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9704

9705
9706
9707
9708
9709
9710

9711

9712
9713
9714
9715
9716

9717

9718
9719
9720
9721

9722

9723
9724
9725
9726
9727
9728
9729
9730
9731
9732
9733
9734
9735
9736
9737
9738
9739
9740
9741
9742
9743
9744
9745
9746
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http://www.fda.gov/Food/FoodSafety/Product-SpecificInformation/MilkSafety/CodedMemoranda/MemorandaofInformation/ucm079103.htm

9747
9748
9749
9750
9751
9752
9753
9754
9755
9756
9757
9758
9759
9760
9761
9762
9763
9764
9765
9766
9767
9768
9769
9770
9771
9772
9773
9774
9775
9776
9777
9778

9779
9780
9781
9782
9783
9784
9785
9786
9787
9788
9789
9790
9791
9792
9793
9794
9795
9796
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9797
9798
9799
9800
9801
9802
9803
9804
9805
9806
9807
9808
9809
9810
9811
9812
9813
9814
9815
9816
9817
9818
9819
9820
9821
9822
9823
9824
9825
9826
9827
9828
9829
9830
9831
9832
9833
9834
9835
9836
9837
9838
9839
9840
9841
9842
9843
9844
9845
9846
9847
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9848
9849
9850
9851
9852
9853
9854
9855
9856
9857
9858
9859
9860
9861
9862
9863
9864
9865
9866
9867
9868
9869
9870
9871
9872
9873
9874
9875
9876
9877
9878
9879
9880
9881
9882
9883
9884
9885
9886
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9887
9888
9889
9890
9891
9892
9893
9894
9895
9896
9897
9898
9899
9900
9901
9902
9903
9904
9905
9906
9907
9908
9909
9910
9911
9912
9913
9914
9915
9916
9917
9918
9919
9920
9921
9922
9923
9924
9925
9926
9927
9928
9929
9930

9931
9932
9933
9934
9935
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9936
9937
9938
9939
9940
9941
9942
9943
9944
9945
9946
9947
9948
9949
9950
9951
9952
9953
9954
9955
9956
9957
9958
9959
9960
9961
9962
9963
9964
9965
9966
9967
9968
9969
9970
9971
9972
9973
9974
9975
9976
9977
9978
9979
9980
9981
9982
9983
9984
9985
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9986

9987

9988

9989

9990

9991

9992

9993

9994

9995

9996

9997

9998

9999
10000
10001
10002
10003
10004
10005
10006
10007
10008
10009
10010
10011
10012
10013
10014
10015
10016
10017
10018
10019
10020
10021
10022
10023
10024
10025
10026
10027
10028
10029
10030
10031
10032
10033
10034
10035
10036
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10037
10038
10039
10040
10041
10042
10043
10044
10045
10046
10047
10048
10049
10050
10051
10052

10053
10054

10055
10056
10057
10058
10059
10060
10061
10062
10063
10064
10065
10066
10067
10068
10069
10070
10071
10072
10073
10074
10075
10076
10077
10078
10079
10080
10081
10082
10083
10084
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10085
10086
10087
10088
10089
10090
10091
10092
10093
10094
10095
10096
10097
10098
10099
10100
10101
10102
10103
10104
10105
10106
10107
10108
10109
10110
10111
10112
10113
10114
10115
10116
10117
10118
10119
10120
10121
10122
10123
10124
10125
10126
10127
10128
10129
10130
10131
10132
10133
10134
10135
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10136
10137
10138
10139
10140
10141
10142
10143
10144
10145
10146
10147
10148
10149
10150
10151
10152
10153
10154
10155
10156
10157
10158
10159
10160
10161
10162
10163
10164
10165
10166
10167
10168
10169
10170
10171
10172
10173

10174

10175
10176
10177
10178
10179
10180
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10181
10182
10183
10184
10185
10186
10187
10188
10189
10190
10191
10192
10193
10194
10195
10196
10197

10198

10199
10200
10201
10202
10203
10204
10205
10206
10207
10208
10209
10210
10211
10212
10213
10214
10215
10216
10217
10218
10219
10220
10221
10222
10223
10224
10225
10226
10227
10228
10229
10230

Document 3

RQ

319 of 340




10231
10232
10233
10234
10235
10236
10237
10238
10239
10240
10241
10242
10243
10244
10245
10246
10247
10248
10249
10250
10251
10252
10253
10254
10255
10256
10257
10258
10259
10260
10261
10262
10263
10264
10265
10266
10267
10268
10269
10270
10271
10272
10273
10274
10275
10276
10277
10278
10279
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10280
10281
10282
10283
10284
10285
10286
10287
10288
10289
10290
10291
10292
10293
10294
10295
10296
10297
10298
10299
10300
10301
10302
10303
10304
10305
10306
10307
10308
10309
10310
10311
10312
10313
10314
10315
10316
10317
10318
10319
10320
10321
10322
10323
10324
10325
10326
10327
10328
10329
10330
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10331
10332
10333
10334
10335
10336
10337
10338
10339
10340
10341
10342
10343
10344
10345
10346
10347
10348
10349
10350
10351
10352
10353
10354
10355
10356
10357
10358
10359
10360
10361
10362
10363
10364
10365
10366
10367
10368
10369
10370
10371
10372
10373
10374
10375
10376
10377
10378
10379
10380
10381
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10382
10383
10384
10385
10386
10387
10388
10389
10390
10391
10392
10393
10394
10395
10396
10397
10398
10399
10400
10401
10402
10403
10404
10405
10406
10407
10408
10409
10410
10411
10412
10413
10414
10415
10416
10417
10418
10419
10420
10421
10422
10423
10424
10425
10426
10427
10428
10429
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10430
10431
10432
10433
10434

10435
10436
10437
10438
10439
10440
10441
10442
10443
10444
10445
10446
10447
10448
10449
10450
10451
10452
10453
10454
10455
10456
10457
10458
10459
10460
10461
10462
10463
10464
10465
10466
10467
10468
10469
10470
10471
10472
10473
10474
10475
10476
10477
10478
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10479
10480
10481
10482
10483
10484
10485
10486
10487
10488

10489
10490
10491

10492

10493
10494
10495
10496
10497

10498
10499
10500

10501
10502
10503

10504
10505
10506
10507
10508
10509
10510
10511
10512
10513
10514
10515
10516
10517
10518
10519
10520
10521
10522
10523
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10524
10525
10526
10527
10528
10529
10530
10531
10532
10533
10534
10535
10536
10537
10538
10539
10540
10541
10542
10543
10544
10545
10546
10547
10548
10549
10550
10551
10552
10553
10554
10555
10556
10557
10558
10559
10560
10561
10562
10563
10564
10565
10566
10567
10568
10569
10570
10571
10572
10573
10574
10575
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10576
10577
10578
10579
10580
10581
10582
10583
10584
10585
10586
10587
10588
10589
10590
10591
10592
10593
10594
10595
10596
10597
10598
10599
10600
10601
10602
10603
10604
10605
10606
10607
10608
10609
10610
10611
10612
10613
10614
10615
10616
10617
10618
10619
10620
10621
10622
10623
10624
10625
10626
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10627
10628
10629
10630
10631
10632
10633
10634
10635
10636
10637
10638
10639
10640
10641
10642
10643
10644
10645
10646
10647
10648
10649
10650
10651
10652
10653
10654
10655
10656
10657
10658
10659
10660
10661
10662
10663
10664
10665
10666
10667
10668
10669
10670
10671
10672
10673
10674
10675
10676
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10677
10678
10679
10680
10681
10682
10683
10684
10685
10686
10687
10688
10689
10690
10691
10692
10693
10694
10695
10696
10697
10698
10699
10700
10701
10702
10703
10704
10705
10706
10707
10708
10709
10710
10711
10712
10713
10714
10715
10716
10717
10718
10719
10720
10721
10722
10723
10724
10725
10726
10727
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10728
10729
10730
10731
10732
10733
10734
10735
10736
10737
10738
10739
10740
10741
10742
10743
10744
10745
10746
10747
10748
10749
10750
10751
10752
10753
10754
10755
10756
10757
10758
10759
10760
10761
10762
10763
10764
10765
10766
10767
10768
10769
10770
10771
10772
10773
10774
10775
10776
10777
10778
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10779
10780
10781
10782
10783
10784
10785
10786
10787
10788
10789
10790
10791
10792
10793
10794
10795
10796
10797
10798
10799
10800
10801
10802
10803
10804
10805
10806
10807
10808
10809
10810
10811
10812
10813
10814
10815
10816
10817
10818
10819
10820
10821
10822
10823
10824
10825
10826
10827
10828
10829
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10830
10831
10832
10833
10834
10835
10836
10837
10838
10839
10840
10841
10842
10843
10844
10845
10846

10847
10848
10849
10850
10851
10852
10853
10854
10855
10856
10857
10858
10859
10860
10861
10862
10863
10864
10865
10866
10867
10868
10869
10870
10871
10872
10873
10874
10875
10876
10877
10878

Document 3

RQ

332 of 340



10879
10880
10881
10882
10883
10884
10885
10886
10887
10888
10889
10890
10891
10892
10893
10894
10895
10896
10897
10898
10899
10900
10901
10902
10903
10904
10905
10906
10907
10908
10909
10910
10911
10912
10913
10914
10915
10916
10917
10918
10919
10920
10921
10922
10923
10924
10925
10926
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10927
10928
10929
10930
10931
10932
10933
10934
10935
10936
10937
10938
10939
10940
10941
10942
10943
10944
10945
10946
10947
10948
10949
10950
10951
10952
10953
10954
10955
10956
10957
10958
10959
10960
10961
10962
10963
10964
10965
10966
10967
10968
10969
10970
10971
10972
10973
10974
10975
10976
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10977
10978
10979
10980
10981
10982
10983
10984
10985
10986
10987
10988
10989
10990
10991
10992
10993
10994
10995
10996
10997
10998
10999
11000
11001
11002
11003
11004
11005
11006
11007
11008
11009
11010
11011
11012
11013
11014
11015
11016
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11017

11018
11019
11020
11021
11022
11023
11024
11025
11026
11027
11028
11029
11030
11031
11032
11033
11034
11035
11036
11037
11038
11039
11040
11041
11042
11043
11044
11045
11046
11047
11048
11049
11050
11051
11052
11053
11054
11055
11056
11057
11058
11059
11060
11061
11062
11063
11064
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11065
11066
11067
11068
11069
11070
11071
11072
11073
11074
11075
11076
11077
11078
11079
11080
11081
11082
11083
11084
11085
11086
11087
11088
11089
11090
11091

11092
11093
11094
11095
11096

11097
11098

11099
11100

11101
11102
11103
11104
11105
11106
11107
11108
11109
11110
11111
11112
11113

Document 3

RQ

337 of 340




11114
11115
11116
11117
11118
11119
11120
11121
11122
11123
11124
11125
11126
11127
11128
11129
11130
11131
11132
11133
11134
11135
11136
11137
11138

11139
11140

11141
11142
11143
11144
11145
11146
11147
11148
11149
11150
11151
11152
11153
11154
11155
11156
11157
11158
11159
11160
11161
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11162
11163
11164
11165
11166
11167
11168
11169
11170
11171
11172
11173
11174
11175
11176
11177
11178
11179
11180
11181
11182
11183
11184
11185
11186
11187
11188
11189
11190
11191
11192
11193
11194
11195
11196
11197
11198
11199
11200
11201
11202
11203
11204
11205
11206
11207
11208
11209
11210
11211
11212
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11213
11214
11215
11216
11217
11218
11219
11220
11221
11222
11223
11224
11225
11226
11227
11228
11229
11230
11231
11232
11233
11234
11235
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