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DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

9 CFR Parts 416, 417, 500, 590 and 591
[Docket No. FSIS-2005-0015]
RIN 0583—-AC58

Egg Products Inspection Regulations

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Proposed rule.

SUMMARY: The Food Safety and
Inspection Service (FSIS) is proposing
to amend the egg products inspection
regulations by requiring official plants
that process egg products (herein also
referred to as “‘egg products plants” or
“plants”) to develop and implement
Hazard Analysis and Critical Control
Point (HACCP) Systems and Sanitation
Standard Operating Procedures
(Sanitation SOPs) and to meet other
sanitation requirements consistent with
the meat and poultry regulations. FSIS
is proposing to eliminate those current
regulatory provisions that are
inconsistent with HACCP, Sanitation
SOPs, and the proposed sanitation
requirements. FSIS is also proposing to
specify in the regulations that official
plants are required to process egg
products to be edible without additional
preparation to achieve food safety.

In addition, FSIS is proposing to:
Provide for generic approval as part of
the prior label approval system for egg
products; make changes to labeling
requirements for shell eggs consistent
with those in the Food and Drug
Administration’s (FDA’s) regulations;
require special handling instructions on
egg products; eliminate the
requirements for prior approval by FSIS
of egg products plant drawings,
specifications, and equipment;
incorporate egg products plants into the
coverage of the “Rules of Practice” that
the Agency follows when initiating
administrative enforcement actions; and
change the Agency’s interpretation of
the requirement for continuous
inspection in agency law.

FSIS is also announcing that it is
seeking public comment on draft
guidance designed to help small and
very small plants producing egg
products to meet the new regulatory
requirements being proposed in this
rulemaking. Should the rule become
final, FSIS intends to finalize this
guidance.

DATES: Comments must be received on
or before June 13, 2018. FSIS is
providing a longer comment period than
typical for this proposed rule because of

the magnitude of the proposed action
and the need to provide for possible
public meetings on the proposed action.
ADDRESSES: FSIS invites interested
persons to submit comments on this
proposed rule and the draft guidance.
Comments may be submitted by any of
the following methods:

o Federal eRulemaking Portal: This
website provides the ability to type
short comments directly into the
comment field on this web page or
attach a file for lengthier comments. Go
to http://www.regulations.gov. Follow
the on-line instructions at that site for
submitting comments.

e Mail, including CD-ROMs, etc.:
Send to Docket Clerk, U.S. Department
of Agriculture, Food Safety and
Inspection Service, Patriots Plaza 3,
1400 Independence Avenue SW,
Mailstop 3782, Room 8-163B,
Washington, DC 20250-3700.

e Hand- or Courier-Delivered
Submittals: Deliver to Patriots Plaza 3,
355 E Street SW, Room 8-163B,
Washington, DC 20250-3700.

Instructions: All items submitted by
mail or electronic mail must include the
Agency name and docket number FSIS—
2005-0015. Comments received in
response to this docket will be made
available for public inspection and
posted without change, including any
personal information, to http://
www.regulations.gov.

Docket: For access to background
documents or comments received, go to
the FSIS Docket Room at Patriots Plaza
3, 355 E Street SW, Room 8-164,
Washington, DC 20250-3700 between
8:00 a.m. and 4:30 p.m., Monday
through Friday.

FOR FURTHER INFORMATION CONTACT:
Victoria A. Levine, Program Analyst,
Issuances Staff, Office of Policy and
Program Development, Food Safety and
Inspection Service, U.S. Department of
Agriculture, 1400 Independence Avenue
SW, Room 6079, South Agriculture
Building, Washington, DC 20250-3700;
telephone (202) 720-5627; fax (202)
690-0486.

SUPPLEMENTARY INFORMATION:

Executive Summary

FSIS is proposing to amend the egg
products inspection regulations (9 CFR
part 590) to require that official plants®
that process egg products develop and
implement Hazard Analysis and Critical
Control Points (HACCP) systems and
Sanitation Standard Operating
Procedures (Sanitation SOPs), in

1 As defined in the Egg Products Inspection Act
(21 U.S.C. 1031 et seq.). Exempted plants, as
defined in 9 CFR 590.5, are also official plants, per
the statute.

accordance with the regulations in 9
CFR parts 416 and 417, and to meet
proposed sanitation requirements
(proposed 9 CFR part 591). The Agency
is proposing to eliminate those
regulations that are incompatible with
the regulations for HACCP and
Sanitation SOPs and to convert
prescriptive, command-and-control
requirements to general sanitation
standards.

Existing regulations that FSIS is
proposing to revise or eliminate include
those relating to egg products plant
grounds and pest management; plant
sanitation; plant construction, including
rooms, doors, and windows; lighting;
ventilation and odors; plumbing; sewage
disposal; water supply and solution re-
use; and dressing rooms, lavatories, and
toilets. The Agency is proposing to
replace all of these with general
sanitation requirements, as it has
previously done with the requirements
on the same subjects in the meat and
poultry products regulations.

The Agency is also proposing to
specify in the regulations that official
plants are required to process egg
products to be edible without additional
preparation to achieve food safety
(proposed 9 CFR 590.570). This will
ensure that the products are free of
detectable pathogens. The proposed
regulations will require egg product
plants to maintain control of egg
products that have been sampled and
tested for public health hazards, e.g.,
Salmonella, until the test results
become available (proposed
amendments to 9 CFR 590.504). The
proposed amended regulations will
provide for the use of irradiated shell
eggs in the processing of egg products
and food products containing them
(proposed 9 CFR 590.590).

The Agency is proposing to make the
egg products labeling and “‘other
consumer protection” requirements,
including requirements for generically
approved labeling, more like the
labeling requirements for meat and
poultry products (proposed 9 CFR
590.412).

FSIS is proposing to align the import
requirements for eggs and egg products
more closely with the import
requirements for meat and poultry
products (proposed 9 CFR 590, Subpart
B

FSIS is proposing to change
organizational terms and job titles that
appear in the regulations but that are no
longer used in FSIS (proposed
amendment of 9 CFR 590.5).

FSIS is also proposing to change the
Agency'’s interpretation of the
requirement for continuous inspection
in 21 U.S.C. 1034(a). Inspection will no
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longer be conducted during all
processing operations, but may instead
be provided at least once per shift.

Finally, FSIS is proposing to replace
the rules of practice governing
enforcement procedures for egg product
plants with those that apply to meat and
poultry product establishments
(proposed amendments to 9 CFR part
500).

Costs attributable to the proposed rule
are those associated with the
development and implementation of
HACCP plans and Sanitation SOPs and
the need for new product labels with
safe-handling instructions. The impact
of the costs is somewhat mitigated by
the fact that 93 percent of egg products

plants already use a written HACCP
plan to address at least one production
step in their process.

FSIS will continue to test for
Salmonella and Listeria monocytogenes
(Lm) in egg products. If FSIS detects the
pathogens in the product, under
HACCP, plants will be required to take
corrective actions to prevent recurrence
of the problem, if the plant has
determined the pathogen is reasonably
likely to occur in its production process
(9 CFR 417.3(a)). If FSIS detects the
pathogen and the plant has not
determined that the hazard is
reasonably likely to occur, the plant will
be required to take corrective actions
and also will be required to reassess its

HACGCP plan (9 CFR 417.3(b)). FSIS also
will continue to require that egg product
plants test pasteurized egg products for
pathogens. Plants must ensure that egg
products that test positive for pathogens
are condemned or reprocessed (9 CFR
590.422).

The proposed rule will provide
greater flexibility and incentives for
innovation through reductions in
paperwork and unnecessary approvals.
In addition, plants voluntarily meeting
HACCP requirements and also
complying with current prescriptive
regulations would reduce costs because
they would be operating entirely under
HACCP requirements.

TABLE 1—SUMMARY OF ESTIMATED COSTS AND BENEFITS

Discussion of benefits and costs

Low

Benefits ($1,000)2 .....ccocoeriririeeeee e

Costs ($1,000)

Net Benefits ($1,000) .....ccoevirerenieneereneree e

5,585
2,195.0
3,389.7

Mid High
5,585 5,585

42352 6,287.8
1,349.5 —703.1

Industry Benefits ...,

inspectors for inspection.

¢ Long-term efficiency gains, as shown in academic literature derived from
producing egg products in a HACCP system.

¢ Less burdensome or elimination of waiver, blueprints, no objection letter,
changes to production equipment, and label approval submissions to FSIS.

e Cost savings from the elimination of overtime and holiday pay paid to FSIS

Agency Benefits ...

e Long-term benefits from improved inspection personnel coverage. Egg

products inspection personnel will now be trained under a HACCP system and
can be positioned for inspection in traditional meat and poultry establishments.
e Salary savings for the reduction in inspection at egg products plants.

e Savings from the reduction or elimination of waiver, blueprints, no objection

FSIS from industry.

letter, changes to production equipment, and label approval submissions to

INdustry COStS .....oovviriiiiiieie e

e Cost to the plant to create HACCP plans and Sanitation SOPs.
o Costs to the plant for additional recordkeeping and monitoring.
e Cost to the plant for training personnel in the HACCP system.

AGENCY COSES ..vveiiiieiiieriee e

inspection.
inspectors are being trained.

products plants.

e Costs for training inspection program personnel in HACCP and egg products
e Costs to the Agency to provide relief inspectors while egg products plants
o Additional travel costs for inspection personnel on patrol assignments in egg

e Loss of overhead paid to the Agency by industry.

aCosts were annualized over 10 years at the 7 percent discount rate.

A copy of each document referenced
in this notice of proposed rulemaking is
available for viewing in the FSIS Docket
Room, on the FSIS website as a related
document associated with this docket,
and on www.regulations.gov, unless
otherwise noted.
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I. Background

FSIS’s Regulatory Jurisdiction Over Egg
Products

FSIS carries out its food safety
responsibilities with respect to eggs and
egg products under the provisions of the
Egg Products Inspection Act (EPIA) (21
U.S.C. 1031-1056).

To prevent the entry into commerce of
any egg product that is capable of use
as human food and is misbranded or
adulterated, the Secretary of Agriculture
regulates the processing of egg products
under 21 U.S.C. 1034. Section 1034(a)
states that the Secretary ““shall,
whenever processing operations are
being conducted, cause continuous
inspection to be made, in accordance
with the regulations promulgated under
this Act, of the processing of egg
products, in each plant processing for
commerce, . . . .” Therefore, under
FSIS’s current interpretation of the
EPIA, an inspector needs to be on the
premises during all such operations.
The Secretary has also been authorized
to make inspections, as appropriate, of
the facilities of egg handlers (including
transport vehicles) to determine
whether shell eggs destined for the
ultimate consumer are being held under
refrigeration at an ambient temperature
of no greater than 45 degrees Fahrenheit
after packing and contain labeling that
indicates that refrigeration is required
(21 U.S.C. 1034(e)).

Under 21 U.S.C. 1043, the Secretary of
Agriculture has the authority to
promulgate such rules and regulations
as he deems necessary to carry out the
purposes or provisions of the Act. The
Secretary is also responsible for the
administration and enforcement of the
EPIA, except as otherwise provided in
21 U.S.C. 1034(d).

1. What Products Are Covered Under
the EPIA

Under the EPIA, FSIS regulates egg
products. FSIS also has been delegated
the authority to establish temperature
and labeling requirements applicable to
shell eggs destined for the ultimate
consumer (see 21 U.S.C. 1034(e)(1)).

Under 21 U.S.C. 1033(f), the term “egg
product” means any “dried, frozen, or
liquid eggs, with or without added
ingredients, excepting products which
contain eggs only in a relatively small
proportion or historically have not been,
in the judgment of the Secretary,
considered by consumers as products of
the egg food industry, and which may
be exempted by the Secretary under
such conditions as he may prescribe to

assure that the egg ingredients are not
adulterated and such products are not
represented as egg products.” The EPIA
does not define ‘“‘relatively small
proportion,” nor does it provide
additional guidance as to what criteria
the Secretary should take into
consideration when determining what
egg products consumers consider to be
products of the egg food industry.

Under 21 U.S.C. 1034(a), the Secretary
requires continuous inspection to be
made of the processing of egg products
in each plant processing for commerce.
There are currently 77 such official
plants that are under FSIS jurisdiction.
Under the EPIA, “processing’” means
“manufacturing egg products, including
breaking eggs or filtering, mixing,
blending, pasteurizing, stabilizing,
cooling, freezing, drying, or packaging
egg products” (21 U.S.C. 1033(w)).
Thus, egg products processing
operations, such as mixing,
pasteurizing, freezing, packaging, or
relabeling, must be conducted under
continuous Agency inspection.

The definition of “egg product” in the
egg products inspection regulations (9
CFR 590.5) includes a list of specific
products that have been exempted as
not being “egg products.” These
exempted products include freeze-dried
products; imitation egg products; egg
substitutes; dietary foods; dried no-bake
custard mixes; egg nog mixes; acidic
dressings; noodles; milk and egg dip;
cake mixes; French toast; and
sandwiches containing eggs or egg
products. Such products must, however,
be prepared from inspected egg
products or from eggs containing no
more restricted eggs than are allowed in
the official standards for U.S. Consumer
Grade B shell eggs.2 Exempted products
are subject to the jurisdiction of the
Food and Drug Administration (FDA).

As stated above, products that contain
eggs only in a relatively small
proportion are exempted from the
definition of “‘egg product” and thus not
amenable under the EPIA. Several of the
products listed in the preceding
paragraph have been exempted from the
coverage of “egg products” for this
reason, including dried no-bake custard
mixes; egg nog mixes; acidic dressings;
noodles; milk and egg dip; cake mixes;
and French toast. The egg product
ingredients in these foods are not easily
distinguished in the food and are used
simply to add flavor. Other products
that include eggs but are not subject to
FSIS jurisdiction are closed-face

2 See the United States Standards, Grades, and
Weight Classes for Shell Eggs, AMS 56.216(c).
http://www.ams.usda.gov/sites/default/files/media/
Shell Egg Standard%5B1%5D.pdf.

sandwiches containing eggs or egg
products and balut, a Philippine
delicacy. These products are subject to
the jurisdiction of FDA.

Cooked egg products, such as cooked
egg patties, cooked omelets, and freeze-
dried cooked eggs, also fall under FDA’s
jurisdiction because they are produced
from USDA-inspected and passed egg
products. To eliminate confusion as to
who has statutory authority over these
types of products, FSIS is proposing to
amend the definition of “egg product”
in 9 CFR 590.5 to include cooked egg
products as not being egg products
under FSIS jurisdiction.

2. Product Amenability Determinations
Under the EPIA

FSIS considers a product to be
amenable under the EPIA if it consists
of dried, frozen, or liquid eggs, with or
without added ingredients. Examples
include Pasteurized Frozen Whole Egg
with citric acid; plain Pasteurized
Frozen Whole Egg without added
ingredients; Pasteurized Liquid Yolk
with 10% salt; Pasteurized Frozen
Scrambled Egg Mix with Whole Egg and
pepper, starch, and dried milk; Frozen
Yolks with 10% sugar added; Frozen
Egg Whites with whipping aids (such as
sodium sulfate or triethyl citrate);
Pasteurized Enzyme Modified Dried Egg
Product with Egg Yolks and xanthan
gum and citric acid to preserve color,
and less than 1% silicon dioxide as an
anticaking agent and phospholipase;
Spray Dried Albumin; and Spray Dried
Egg Whites with calcium citrate and salt
(or other added ingredients).

FSIS has determined that some of the
products on the list of specific products
that have been exempted as not being
“egg products” are incorrectly
categorized as such. FSIS believes that
these products, egg substitutes and
freeze-dried egg products, are, in fact,
egg products, and should therefore no
longer be exempt from inspection by
FSIS under the EPIA. FSIS is seeking
comment on the number of facilities
that might become dual jurisdiction
facilities, that is, regulated by FSIS and
FDA, if egg substitutes and freeze-dried
egg products are no longer exempt from
FSIS inspection.

Egg Substitutes

Egg substitutes are low-cholesterol
products that are characterized by yolk
replacement by other non-egg
ingredients such as vegetable oil, nonfat
dry milk, soy protein, gums, food
coloring, artificial flavors, and vitamins
and minerals (for nutritional
fortification). The fundamental
ingredient in these products is egg
white, but they may also include added
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egg-white solids or a small amount of
yolk. When the EPIA and the egg
products inspection regulations were
written, the production of egg
substitutes was exempted from United
States Department of Agriculture
(USDA) inspection in the egg products
inspection regulations.

As a result, egg substitutes are under
the jurisdiction of FDA. FDA has
overseen the formulation, packaging,
labeling, storage, and transportation of
egg substitutes under the Federal Food,
Drug, and Cosmetic Act (FFDCA) (21
U.S.C. 301-399). Egg substitutes do not
undergo continuous inspection during
processing (unless the starting
ingredient is unpasteurized egg white),
and most egg substitutes do not bear a
USDA inspection legend.

However, FSIS tentatively finds that
egg substitutes should no longer be
exempt from inspection by FSIS under
the EPIA. Egg substitutes are similar, if
not identical, in some cases, in
formulation to egg products. Indeed, the
egg product ingredient is distinctive and
significantly contributes to the basic
nature of egg substitutes by
characterizing the food. The only
substantive difference among these
categories of products is color and
nutrients. When a color additive is
mixed with pasteurized egg whites, the
resulting product is called an “egg
substitute.” The application of color to
pasteurized egg whites has generally not
been conducted under FSIS inspection.

The processing of egg substitutes is
also similar to that of other egg
products, and the contamination risks
associated with these types of products
are the same. Egg products and egg
substitutes are manufactured using the
same process, though egg substitutes
processed in an FDA facility do not
have to re-pasteurized; where CCPs exist
in the manufacture of egg products, they
exist in the production of egg
substitutes, e.g., during mixing,
blending, pasteurization, if applicable,
cooling, and packaging. The fact that egg
substitutes are formulated with
pasteurized egg whites does not mean
that all food safety risks associated with
the products are eliminated. Some egg
substitutes are not re-pasteurized after
production, even though they have been
further processed in the FDA facility. To
produce egg substitutes, manufacturers
need to reprocess pasteurized egg
whites because of the risk of product
contamination post-pasteurization.

Because the risks associated with egg
substitutes are the same as those
associated with egg products, and
because the reprocessing step presents a
point in the process where
contamination of egg substitutes might

occur, under the EPIA, the processing of
egg substitutes needs to take place
within the framework of HACCP and
Sanitation SOP preventive control
measures. Furthermore, the addition of
color and other ingredients does not
materially change the products such
that the jurisdiction over the inspection
of the products should be different than
for other egg products. In an effort to be
more transparent about the roles and
responsibilities of FSIS and FDA
regarding eggs, and after consulting with
FDA, FSIS is proposing to assert
jurisdiction over egg substitutes.

In addition, FSIS is proposing to
assert jurisdiction over freeze-dried egg
products. Under 9 CFR 590.5, these are
exempted from being egg products.
However, FSIS tentatively finds this
categorization to be incorrect. Freeze-
dried egg products are amenable under
the EPIA because they consist of a
pasteurized egg product that is flash
frozen and placed in a vacuum chamber
where ice particles are removed. The
food safety risks associated with
freezing the product and contemplated
by the EPIA are the same whether the
process takes place in an FSIS-inspected
egg products plant or an FDA-inspected
facility. As a result, if this proposal is
adopted, freeze-dried egg products will
no longer be exempt and will be subject
to FSIS’s jurisdiction. Therefore, FSIS is
proposing to amend the list of products
exempted as not being egg products in
9 CFR 590.5 to eliminate freeze-dried
products and egg substitutes.

II. Proposed Changes to Specific
Regulations

A. 9 CFR Part 591

Under proposed 9 CFR 591.1(a), all
official plants will have to comply with
the requirements contained in 9 CFR
parts 416, Sanitation, and 417, HACCP
Systems. For the purposes of these
parts, as well as 9 CFR part 500, Rules
of Practice, an “official establishment”
or “‘establishment” will include a plant
that processes egg products (proposed 9
CFR 591.1(b)).

B. HACCP

FSIS is proposing to adopt HACCP as
the organizing structure for its egg
products food safety program because
HACCP has been proven to be an
optimal framework for building science-
based process control into food
production systems to prevent food
safety hazards. Under proposed 9 CFR
590.149(b) and 591.1(a), official plants
will be required to comply with 9 CFR
part 417, the Agency’s regulation on
HACCP, as a condition of receiving
inspection.

HACCEP is a flexible system that will
enable official plants to tailor their
control systems to the needs of their
particular plants and processes. Under
proposed 9 CFR 590.149(b)and 591.1
and 9 CFR part 417, each egg products
plant will be required to develop and
implement a HACCP system for food
safety that is designed to prevent,
eliminate, or reduce to an acceptable
level the occurrence of biological,
chemical, and physical hazards that are
reasonably likely to occur in the plant’s
process. Plants will be responsible for
developing and implementing HACCP
plans that incorporate the controls that
are necessary to produce safe egg
products. Given the requirements in 9
CFR part 417, FSIS is proposing to
amend or eliminate many of the
processing and facility requirements
contained in 9 CFR 590.500-575.

Under 9 CFR part 417, when
developing a HACCP plan (9 CFR
417.2(b)), a plant conducts a hazard
analysis to identify and list the
biological, chemical, or physical food
safety hazards that are reasonably likely
to occur in its production process for a
particular product and the measures
necessary to prevent, eliminate, or
reduce the occurrence of those hazards
to an acceptable level. The plant then
identifies the points in each of its
processes at which control is necessary
to achieve this goal (9 CFR 417.2(c)(2)).
These points are called “critical control
points” (CCPs). The plant would have to
establish critical limits for the
preventive measures associated with
each identified CCP. A critical limit is
the maximum or minimum value to
which a hazard must be controlled at a
CCP to prevent, eliminate, or reduce to
an acceptable level the occurrence of the
identified food safety hazard. Critical
limits are most often based on process
parameters such as temperature, time,
water activity, pH, or humidity.

FSIS is proposing to treat egg
products similarly to the way it treats
ready-to-eat (RTE) meat and poultry
products. FSIS will require that official
plants produce egg products to be edible
without additional preparation to
achieve food safety. Pathogens detected
in or on RTE egg products would
adulterate those egg products under 21
U.S.C. 1033(a)(1)) because they would
contain a poisonous or deleterious
substance which may render them
injurious to health.

For example, FSIS regards any
amount of Lm in an RTE product as a
product adulterant (9 CFR 430.4).
Because the product is RTE, it is likely
to be consumed without any effort to
kill the pathogen, and the presence of
the pathogen may render the product
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injurious to health (21 U.S.C. 601(m)(1),
453(g)(1)) and would cause the product
to be unhealthful.? The same would be
true of an RTE egg product containing
Salmonella or Lm. While egg products
may receive additional preparation for
palatability or aesthetic, epicurean,
gastronomic, or culinary purposes, they
are produced to be edible without
additional preparation to achieve food
safety. The presence of Salmonella or
Lm, therefore, would render the product
injurious to health (21 U.S.C. 1033(a)(1))
and would cause it to be unhealthful.

FSIS has also addressed shiga-toxin
producing E. coli (STEC) in certain raw
beef products (non-intact or intended
for non-intact use) in this manner. FSIS
considers an acceptable reduction for
STEC to be a reduction to an
undetectable level (i.e., a level that
would not be detectable using the FSIS
testing method or a method with a
sensitivity at least equivalent to FSIS’s
method).4 This means that an
establishment producing RTE meat or
poultry products or certain raw beef
products needs to address the pathogens
so that they will not be detected by FSIS
or other equivalent testing. FSIS has
recommended that establishments do
their own testing to verify that their
HACCP systems address the pathogens
of concerns.> While establishments can
use their own testing methods, those
methods should be at least as sensitive
as FSIS’s.6 FSIS has also said that
establishments can address the
pathogen in their HACCP plan or
Sanitation SOPs or other prerequisite
program.? This same guidance would
apply to egg products plants.

Under the Agency’s verification
testing program, egg products are broken
into seven product categories—four
liquid and three dried. Each month,
inspectors collect one egg product
sample per process from each plant that
produces egg products. Thus, inspectors
could sample an egg products plant as

3 Control of Listeria monocytogenes in Ready-to-
Eat Meat and Poultry Products; Final Rule (68 FR
34208, Jun. 6, 2003).

4E. coli 0157:H7 Contamination of Beef Products
(67 FR 62325, October 7, 2002) (available at: http://
www.fsis.usda.gov/wps/wem/connect/ad259bcd-
5b85-4696-9888-89872bee39ee/00-022N.pdf?
MOD=AJPERES).

5 Control of Listeria monocytogenes in Ready-to-
Eat Meat and Poultry Products; Final Rule (68 FR
34214, Jun. 6, 2003).

6FSIS. 2013. Establishment Guidance for the
Selection of a Commercial or Private
Microbiological Testing Laboratory (available at:
http://www.fsis.usda.gov/wps/wcm/connect/
464a4827-0c9a-4268-8651-b417bb6bba51/
Guidance-Selection-Commercial-Private-
Microbiological-Testing-lab-062013.pdf?MOD=
AJPERES).

7HACCP Systems Validation (80 FR 27557, May
14, 2015).

many as seven times per month
depending on the number of plant
production processes occurring during
the month. After inspectors collect the
samples, FSIS Field Service
Laboratories analyze the samples for the
presence of Salmonella and Lm using
the protocols listed in the Microbiology
Laboratory Handbook.89

Once a plant has established critical
limits for the measures associated with
each identified CCP, it will need to
monitor the identified CCPs to assess
whether the CCP is within the
established critical limit (9 CFR
417.2(c)(4)). Monitoring is an integral
part of HACCP, and monitoring
frequencies must be sufficient to ensure
that each CCP is under control. The
plant’s HACCP plan would also have to
include corrective action to be taken
when monitoring indicates that there is
a deviation from a critical limit at a
CCP, because the existence of a HACCP
plan does not guarantee that problems
will not arise (9 CFR 417.2(c)(5)). For
example, corrective action plans must
be in place to identify and correct the
cause of a deviation and to determine
the disposition of potentially
adulterated product.

Plants will also have to develop and
maintain effective recordkeeping
procedures that document the entire
HACCP system (9 CFR 417.2(c)(6)).
Finally, plants will need to list the
verification procedures, and the
frequency with which those procedures
will be performed, that the plant will
use to ensure that the HACCP system is
in compliance with the HACCP plan (9
CFR 417.2(c)(7)). Periodic verification
will help the plant to ensure that it is
operating in accordance with its HACCP
plan. The occurrence of unforeseen
hazards evidences that the HACCP plan
needs to be reassessed. If this proposal
is adopted, individuals developing,
reassessing, and modifying HACCP
plans in accordance with 9 CFR 417.2(b)
and 417.3 will have to have successfully
completed a course of instruction in the
application of the seven HACCP
principles to meat, poultry, or egg
products processing, including a
segment on the development of a

8]solation and Identification of Salmonella from
Meat, Poultry, Pasteurized Egg, and Siluriformes
(Fish) Products and Carcass and Environmental
Sponges. January 2, 2017 (available at: https://
www.fsis.usda.gov/wps/wecm/connect/700c05fe-
06a2-492a-a6e1-3357f7701f52/MLG-4.pdf’MOD
=AJPERES).

9]solation and Identification of Listeria
Monocytogenes from Red Meat, Poultry, Ready-To-
Eat Siluriformes Fish and Egg Products, and
Environmental Samples January 2, 2017 (available
at: https://www.fsis.usda.gov/wps/wem/connect/
1710bee8-76b9-4e6¢-92fc-fdc290dbfa92/MLG-8.pdf?
MOD=AJPERES).

HACCP plan for a specific product and
on record review (9 CFR 417.7(b)).

Under this proposal, if an egg
products plant fails to develop and
implement a HACCP plan that complies
with proposed 9 CFR 590.149(b) and
591.1 and 9 CFR 417.2, or to operate in
accordance with other 9 CFR part 417
requirements, FSIS is likely to file a
complaint to withdraw or refuse
inspection services, pursuant to 9 CFR
500.6 or 500.7. As with official meat and
poultry products establishments, FSIS
will verify that the plant’s HACCP plans
comply with the requirements of
proposed 9 CFR 590.149(b) and 591.1
and 9 CFR part 417; that these plans
have been validated by the facility; and
that plants are producing egg products
to be edible without additional
preparation to achieve food safety. In
other words, these products must be free
of detectable pathogens.

Hazard Analysis

If this proposal is adopted, each egg
products plant will be required to
conduct a hazard analysis to determine
the food safety hazards reasonably likely
to occur in its production processes and
to identify the preventive measures that
it needs to take to control those hazards
(proposed 9 CFR 590.149(b) and 591.2
and 9 CFR 417.2(a)(1)). The analysis
must include a flow chart that describes
the steps of the process and that
identifies the intended use or
consumers of the finished product (9
CFR 417.2(a)(2)).

Contamination with Salmonella spp.
can be a food safety hazard that is
reasonably likely to occur in the
production of egg products. Therefore,
as part of its hazard analysis, each egg
products plant should consider
addressing this food safety hazard in its
HACCP system. Consistent with the
application of HACCP in meat and
poultry operations, plants may
determine that the Sanitation SOP or a
prerequisite program is an appropriate
and suitable means to effectively
prevent the occurrence of certain food
safety hazards and thus make them not
reasonably likely to occur.

HACCP Plan

Under this proposed rule, each egg
products plant will be required to
develop and implement a HACCP plan
covering each product produced
whenever the hazard analysis reveals
one or more food safety hazards that are
reasonably likely to occur. Note that a
single HACCP plan may encompass
multiple products within a single
processing category (see proposed 9 CFR
590.149(b) and 591.2 and 9 CFR
417.2(b)(1)) if the food safety hazards,
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CCPs, critical limits, and procedures
identified within are essentially the
same.

Once completed, the HACCP plan
must be signed and dated by a
responsible official, that is, the
individual with overall authority on-site
or a higher level official of the plant.
This signature signifies that the plant
accepts and will implement the HACCP
plan. The HACCP plan must be signed
and dated not only upon initial
acceptance by the processor but also
upon any modification to the plan and
at least annually, as required by 9 CFR
417.4(a)(3) (9 CFR 417.2(d)).

Corrective Actions

Under this proposed rule, the HACCP
plan must identify the corrective actions
that the plant will take when
responding to a deviation from a critical
limit and assign responsibility for taking
corrective action. Corrective actions
must ensure that no product that is
injurious to health or that is otherwise
adulterated as a result of the deviation
enters commerce; that the cause of the
deviation is identified and eliminated;
that the CCP will be under control after
the corrective action is taken; and that
measures to prevent recurrence are
established (proposed 9 CFR 590.149(b)
and 591.2 and 9 CFR 417.3).

Because pre-established corrective
actions may not cover every
contingency, and unforeseen hazards or
deviations may occur, 9 CFR 417.3(b)
provides a series of steps that must be
taken in such situations. These steps
include segregating and holding affected
product and conducting a review to
determine the acceptability of the
product for distribution, ensuring that
any adulterated product or product
otherwise injurious to health does not
enter commerce, and reassessing
HACCP plans to determine whether any
modification is needed.

Validation, Verification, and
Reassessment

Under this proposed rule, every egg
products plant will be required to
validate its HACCP plan’s adequacy in
controlling the food safety hazards
identified during the hazard analysis.
Once the plant has determined that the
HACCEP plan is functioning as intended,
it will have to validate that the plan is
being effectively implemented
(proposed 9 CFR 590.149(b) and 591.1
and 9 CFR 417.4(a)).20 FSIS will provide

10On May 14, 2015, FSIS announced the
availability of the final revision of its Compliance
Guideline for Hazard Analysis Critical Control
Point (HACCP) systems validation (80 FR 27557).

additional guidance to plants on how to
validate their HACCP systems.

Upon completion of the hazard
analysis and the development of the
HACCP plan, the plant will conduct its
initial validation, which consists of the
activities the plant must perform to
determine whether the plan is
functioning as intended. During this
initial validation, the facility repeatedly
tests the adequacy of the CCPs, critical
limits, monitoring and recordkeeping
procedures, and corrective actions set
forth in the HACCP plan. Validation
also encompasses reviews of the
records, routinely generated by the
HACCP system, in the context of other
validation activities. Plants may use
independent consultants, process
authorities, or employees trained in
accordance with 9 CFR 417.7 for plan
development and validation.

The data used to validate a HACCP
plan may be derived from various
sources, including the scientific
literature, product testing results,
experimental research results,
scientifically-based regulatory
requirements, FSIS compliance
guidelines, computer-modeling
programs, and data developed by
process authorities (a process authority
is a person or organization with expert
knowledge in the relevant products,
process controls, and regulations).
However, validation data must include
at least 90 days of in-plant data or
information reflecting the plant’s
experience in implementing the HACCP
plan during plant operations. These data
are needed because validation must
demonstrate not only that the HACCP
plan is scientifically sound, but also that
this particular egg products plant can
implement the HACCP plan and make it
work.

To ensure that the HACCP plan is
functioning as intended on a continual
basis, the plant would conduct ongoing
verification activities (proposed 9 CFR
590.149 and 591.1 and 9 CFR
417.4(a)(2)). Verification is intended to
show that the HACCP system is working
effectively on a day-to-day basis,
resulting in the production of safe food.
Verification is distinct from ongoing
plant monitoring, which is designed to
provide a record showing that the
written HACCP plan is being followed.

Verification includes repeatedly
reviewing and evaluating the various
components of the HACCP system.
Verification activities should provide
practical results specific to the
operation of the given HACCP plan and
could include, but would not be limited
to, checking the adequacy of critical
limits; reviewing CCP-monitoring
records; reviewing monitoring and

recordkeeping procedures; calibrating
process-monitoring instruments;
collecting in-line or finished product
samples for biological (e.g. Salmonella
spp.), chemical, or physical analysis;
and directly observing and evaluating
the adequacy of corrective actions.

Under this proposed rule, plants will
also be required to reassess the
adequacy of their HACCP plans at least
annually and whenever any changes
occur that could affect the hazard
analysis or alter the HACCP plan.
Examples of such changes include
changes in raw materials or the source
of raw materials; product formulation;
production volume; packaging; or the
intended use or consumers of the
finished product (proposed 9 CFR
590.149, 591.1, and 591.2, and 9 CFR
417.4(a)(3)). This reassessment must be
conducted by an individual who has
successfully completed a course of
instruction in the application of the
seven HACCP principles, including a
segment on the development of a
HACCP plan for a specific product, for
example, liquid egg product, and on
record review (9 CFR 417.7(b)).

By periodically monitoring its HACCP
plan, a plant can ensure that the plan is
continuously effective in controlling
and preventing food safety hazards. It
also provides a plant the opportunity to
apply relevant experiences to improving
process controls.

Records

Under this proposed rule, plants will
have to maintain records regarding their
operations under HACCP. These records
include the written hazard analysis and
all supporting documentation, the
written HACCP plan and all decision-
making documents associated with the
development of CCPs and critical limits,
and documents supporting the
monitoring and verification procedures
selected and the frequency of those
procedures. Records documenting the
monitoring of CCPs and critical limits,
corrective actions, verification
procedures and results, product codes,
and product name or identity will also
have to be maintained. Each entry on a
record maintained under the HACCP
plan will have to be made at the time
the specific event occurred and include
the date and time recorded, and be
signed or initialed by the employee
making the entry.

Prior to shipping product, the plant
will have to review the processing and
production records associated with the
HACCP plan to ensure that they are
complete, all critical limits were met,
and, if applicable, that corrective
actions were taken (proposed 9 CFR
590.149 and 591.1 and 9 CFR 417.5(c)).



6320

Federal Register/Vol. 83, No. 30/ Tuesday, February 13, 2018/Proposed Rules

This pre-shipment review will have to
be conducted by someone other than the
person who produced the records,
where practicable, and preferably by an
individual trained in accordance with 9
CFR 417.7 or the responsible plant
official.

C. Sanitation Standard Operating
Procedures (Sanitation SOPs)

General

Proper sanitation is an important and
integral part of every food process and
a fundamental requirement under the
law. Insanitary facilities and equipment,
and poor food handling and personal
hygiene practices among employees,
create an environment in which
pathogens can flourish. Furthermore,
the law is quite clear: Eggs or egg
products that have been prepared,
packed, or held under insanitary
conditions whereby they may have been
contaminated with filth, or whereby
they may have been rendered injurious
to health are deemed adulterated (21
U.S.C. 1033(a)(4)). FSIS inspection
program personnel are expressly
charged with ensuring that product is
produced and held under sanitary
conditions.? For these reasons, FSIS is
proposing to require that all plants that
process egg products develop,
implement, and maintain written
Sanitation SOPs to prevent direct
contamination or adulteration of
product before and during operations (9
CFR 416.11). Under this proposed rule,
plants will be required to maintain daily
records to document adherence to the
SOPs (§416.16). FSIS is proposing to
cross-reference 9 CFR part 416 in 9 CFR
591.1 rather than duplicate the
regulatory text.

Sanitation SOPs are necessary
because they clearly define each plant’s
responsibility to consistently follow
effective sanitation procedures to
minimize the risk of direct product
contamination and adulteration. This
proposal is based on FSIS’s
determination for meat and poultry
plants that effective sanitation is
essential for food safety and for the
successful implementation of HACCP.
FSIS is not aware of any reason why the
same determination should not be made
for egg products plants.

Well-run plants have effective quality
control and sanitation programs,
including written Sanitation SOPs. Such
programs are based, in large part, on the
plants’ recognition of the link between

11Under 21 U.S.C. 1035, official plants must be
operated in accordance with such sanitary practices
and have such premises, facilities, and equipment
as are required by regulations promulgated by the
Secretary to effectuate the purposes of the EPIA.

the existence of insanitary conditions
during the processing and production of
egg products and the likelihood that
bacteria, including pathogenic bacteria,
will contaminate the finished product.
Some plants, however, do not have
adequate programs and do not
consistently maintain good sanitation.
In fact, poor sanitation is the most
frequently cited problem identified by
FSIS inspection program personnel in
egg products plants.

If FSIS finalizes this proposal, all
official plants will be required to
develop, implement, and maintain
written Sanitation SOPs, as well as
comply with the Sanitation
requirements (9 CFR 416.1-6), in
accordance with 9 CFR part 416. As a
result, FSIS is proposing to amend or
replace many of the current sanitary
requirements contained in 9 CFR
590.500-575. The plant’s Sanitation
SOPs will need to describe all
procedures the plant conducts daily to
prevent direct contamination or
adulteration of products (proposed 9
CFR 591.1(a) and 9 CFR 416.12(a)). The
Sanitation SOPs will also need to
specify the frequency with which each
procedure in the Sanitation SOPs is to
be performed and identify the plant
employees responsible for
implementing and maintaining the
procedures (9 CFR 416.12(d)). The
Sanitation SOPs will have to be signed
and dated, upon initiation and any
modification, by “the individual with
overall authority on-site or a higher
level official of the plant.” The signature
will signify that the plant will
implement and maintain the Sanitation
SOPs in accordance with 9 CFR part 416
(proposed 9 CFR 591.1 and 9 CFR
416.12(b)). Official plants will also have
to identify their pre-operational
sanitation procedures in their written
Sanitation SOPs, distinguishing them
from sanitation activities to be carried
out during operations (proposed 9 CFR
591.1 and 9 CFR 416.12(c)).

Under this proposal, each plant will
be required to conduct the pre-
operational and operational procedures
as specified in the Sanitation SOPs,
monitor the conduct of the procedures,
and routinely evaluate the effectiveness
of the SOPs and modify the Sanitation
SOPs as necessary, in light of changes
to the facility, personnel, or operations,
to ensure that they remain effective in
preventing direct product
contamination and adulteration
(proposed 9 CFR 591.1 and 9 CFR
416.13 and 416.14).

Plants will have to take corrective
action when either the plant or FSIS
determines that the Sanitation SOPs, or
their implementation, may have failed

to prevent direct product contamination
or adulteration (9 CFR 416.15(a)).
Corrective actions include “procedures
to ensure appropriate disposition of
product(s) that may be contaminated,
restore sanitary conditions, and prevent
the recurrence of direct contamination
or adulteration of product(s), including
appropriate reevaluation and
modification of the Sanitation SOPs and
the procedures specified therein . . .”
(proposed 9 CFR 591.1 and 9 CFR
416.15(b)).

If this proposed rule is adopted,
plants will have to keep daily records
documenting that the sanitation and
monitoring procedures listed in the
Sanitation SOPs are performed and
maintain records documenting any
corrective actions taken to prevent
direct contamination or adulteration of
products, or when the plant determines
or FSIS notifies it that its Sanitation
SOPs are inadequate (proposed 9 CFR
591.1 and 9 CFR 416.16(a)). Under this
proposal, records may be maintained on
a computer, provided that plants
implement controls to ensure the
integrity of the electronic data (9 CFR
416.16(b)). Records could be retained
off-site, provided that they are not
removed from the plant for at least 48
hours following their completion, and
that they can be provided to FSIS
personnel within 24 hours of being
requested (9 CFR 416.16(c)).

Under the proposed Sanitation SOPs,
FSIS inspection program personnel will
verify that plant management is
conducting its operations in a sanitary
environment and manner. Failure to
comply with the Sanitation SOPs
provides presumptive evidence of
insanitation. As is now the case,
inspection program personnel will act to
prevent a facility from operating under
insanitary conditions.

D. Sanitation Requirements

In addition to Sanitation SOP
requirements, FSIS is proposing to
remove the current sanitation
requirements discussed below for egg
products plants from its regulations.
Some of the existing plant sanitation
requirements will no longer be needed
in light of the proposed HACCP and
Sanitation SOP requirements. Further,
some of the existing plant sanitation
requirements impede innovation and
blur the distinction between plant and
inspector responsibilities for
maintaining sanitary conditions. Should
these regulations become final, they will
provide official plants with more
flexibility to innovate with regard to
facility design, construction, and
operations.
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The sanitation requirements proposed
in this rule will not only provide plants
with the flexibility to innovate in
facility design, construction, and
operations but will also articulate the
standards for good sanitation and for
food product safety that must be met by
egg products processors. All sanitation
requirements have the same intent: A
plant that processes egg products must
operate under sanitary conditions, in a
manner that ensures that the product is
not adulterated and that does not
interfere with FSIS inspection and its
enforcement of such standards.
However, because the proposed
sanitation requirements define the
results to be achieved by sanitation, but
not the specific means to achieve those
results, plants can meet the sanitation
requirements in different ways.
Regardless of the means by which plants
comply with the standards under this
proposed rule, the required results will
be the same for all egg products plants.

FSIS is proposing to replace most of
the current sanitation regulations in 9
CFR 590.500 through 590.560 with the
general sanitation requirements set out
in 9 CFR 416.1 through 416.6, which the
Agency is proposing to incorporate by
reference (proposed 9 CFR 591.1(a)).
This proposed change will significantly
reduce the number of egg and egg
products sanitation regulations and
consolidate most sanitation
requirements for eggs and egg products
with those for meat and poultry
products.

General Sanitation—9 CFR 416.1 and
Proposed 9 CFR 591.1

The current sanitation regulations for
eggs and egg products require that
plants, including rooms, windows, and
floors, be kept clean and reasonably dry,
and free from objectionable odors, flies,
insects, and rodents. Section 416.1 of 9
CFR, which applies to meat and poultry
establishments, provides greater
flexibility: “Each official establishment
must be operated and maintained in a
sanitary manner sufficient to ensure that
product is not contaminated,
adulterated, or misbranded.” Unlike
command-and-control regulations,
examples of which are cited below, 9
CFR 416.1 will provide facilities with
the maximum possible flexibility to
innovate in facility design, construction,
and operation.

Examples of current requirements to
be replaced by the general standards are:
§590.500(d), which states that materials
and equipment not currently needed
shall be handled or stored in a manner
so as not to constitute a sanitary hazard;
§590.500(e), concerning doors and
windows leading to rooms where

exposed edible product is handled;
§590.522(a) concerning breaking room
operations; and §590.539(a), concerning
the defrosting of frozen egg product in

a sanitary manner.

The proposed rule would also provide
flexibility to industry in facility design,
construction, and operation by the
replacement of the following regulations
with the general standards in 9 CFR
416.1: §590.506(c), which requires the
installation of an approved exhaust
system for the continuous removal
directly to the outside of any steam,
vapors, odors, or dust in the candling
and transfer room; § 590.508(a), which
states that candling and transfer rooms
and equipment shall be kept clean, free
from cobwebs, dust, objectionable
odors, and excess packing materials;
and § 590.546(b), which requires that
the air intake source in albumen flake
process drying facilities be free from
foul odors, dust, and dirt.

Establishment Grounds and Pest
Management—9 CFR 416.2(a)

The current egg products plant
requirements for facility grounds are
unnecessarily prescriptive. For example,
9 CFR 590.500(b) requires that the
premises be free from refuse, waste, and
other materials and conditions that
constitute a source of odors or a harbor
for insects, rodents, and other vermin,
while § 590.500(g) states that drains and
gutters shall be properly installed with
approved traps and vents. Several other
sections (§§ 590.542(a), 547(a), and
548(a)) require that rooms be kept free
of flies, insects, and rodents.

The other prescriptive establishment
grounds regulations are 9 CFR
590.500(a) and (c), which require that
the plant be free from objectionable
odors, dust, and smoke-laden air and
state that the buildings shall be of sound
construction and kept in good repair to
prevent the entrance or harboring of
vermin, and § 590.522(a), which states
that the breaking room shall be kept in
dust-free clean condition and free from
flies, insects, and rodents. In addition,
9 CFR 590.522(a) requires that the plant
keep the floor clean and reasonably dry
during breaking operations and free of
egg meat and shells.

The general sanitation requirements
in 9 CFR 416.2(a) preserve the intent of
these requirements that grounds be
maintained to prevent conditions that
could lead to the contamination or
adulteration of product, and that
establishments implement and maintain
an integrated pest control program to
eliminate the harborage of pests on the
grounds and within the plant facilities.
This regulation, however, provides the
flexibility and leave to innovate that the

Agency is proposing to incorporate into
the egg product regulations.

Establishment Construction—9 CFR
416.2(b)

The egg products inspection
regulations concerning construction of
egg products plants are very prescriptive
and inflexible. For example, 9 CFR
590.500 prescribes numerous, specific
requirements for different areas within
an official plant, e.g., dressing rooms,
toilet facilities, and refuse rooms. Other
regulations containing prescriptive
construction requirements include
§590.506, candling and transfer-room
facilities and equipment; § 590.520,
breaking room facilities; § 590.546,
albumen flake process drying
operations, § 590.560, concerning
personnel facilities; and § 590.570(a),
concerning pasteurization facilities.

Section 416.2(b) of 9 CFR sets out
construction sanitation requirements
that will allow for increased flexibility
in regard to facility operation
construction and maintenance if
adopted by reference through proposed
9 CFR 591.1. Plants will be able to
design facilities and equipment in the
manner that they deem best to maintain
the required sanitary environment for
food production.

In addition to the six prescriptive egg
products construction regulations listed
above, there are seven more
construction requirements that will be
replaced by 9 CFR 416.2(b) if this
proposal is finalized. They are 9 CFR
590.146(b)(5) and (d), concerning the
requirements for floor plans and revised
blueprints submitted prior to receiving
inspection service or making changes or
revisions to an official plant;
§590.500(i), (j), (1), and (o), concerning
structure construction materials,
maintenance requirements for rooms in
which shell eggs or egg products are
handled, and toilet and refuse room
requirements; § 590.532(a), concerning
liquid egg holding tank requirements;
§590.534(a), concerning freezing room
requirements; § 590.548(c), which
addresses heat treatment room
construction requirements; § 590.550,
dealing with washing and sanitizing
room or area facility requirements; and
§590.560(a) and (b), concerning the
health and hygiene of plant personnel
and the construction of personnel
facilities.

Light—9 CFR 416.2(c)

The lighting requirements for
breaking rooms in official plants in
§590.520(a) prescribe specific light
intensities for all working surfaces in
the room and at breaking and inspection
stations. For example, all working
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surfaces must have at least 30 foot-
candles of light intensity, while
breaking and inspection stations must
have at least 50 foot-candles of light
intensity. Other egg products
regulations do not contain specific
lighting requirements, stating only that
rooms shall be adequately or well-
lighted (see §§590.500(1)(i), 548(a), and
550(a)).

The intent of the lighting
requirements is to ensure that there is
enough light of adequate quality to
monitor sanitary conditions and
processing operations and to examine
product for evidence of adulteration or
misbranding. Section 416.2(c) of 9 CFR
has codified this intent as a general
sanitation requirement, and it will be
applicable to plants that process egg
products if this proposed rule is
finalized. Under 9 CFR 416.2, which
requires that lighting be of good quality
and of sufficient intensity to ensure that
sanitary conditions are maintained, and
that product is not adulterated, plants
will have the flexibility to determine
what light intensities are appropriate to
ensure sanitation in different
operational contexts. Therefore, FSIS is
proposing to remove §§590.500(1)(1),
520(a), 548(a), and 550(a) from the egg
products inspection regulations.

Ventilation—9 CFR 416.2(d)

The egg products inspection
regulations addressing ventilation
generally require that ventilation
provide for a positive flow of outside
filtered air through rooms and air of
suitable working temperature during
operations, and that rooms be kept free
from objectionable odors and
condensation (see §§590.500,
590.504(p), 590.506(c), 590.520(d),
590.550(a)). Objectionable odors or
condensation are to be reduced to the
extent possible or eliminated because
they can adulterate product. FSIS has
codified a single sanitation requirement,
9 CFR 416.2(d), which preserves the
intent of the current egg products
regulations. This codification will
simplify FSIS’s egg products ventilation
regulations by consolidating them into 9
CFR 416.2(d).

In addition to the regulations
discussed above, FSIS is proposing to
remove the following regulations from 9
CFR part 590 because they will be
replaced by proposed 9 CFR 416.2(d) if
this rule is finalized: 9 CFR 590.435(d),
which states that containers and
packing or packaging materials in which
shell eggs are received into the official
plant shall be free from odors and
materials which could contaminate or
adulterate the eggs or egg products;
§590.508(b), requiring the removal of

containers for trash and inedible eggs at
least once daily and their cleaning and
treatment in such a manner as to
prevent odors or objectionable
conditions in the plant; § 590.530(a),
which states that liquid egg storage
rooms, including surface coolers and
holding tank rooms, shall be kept clean
and free from odors and objectionable
odors and condensation; and
§590.536(a), concerning the conditions
in which freezing rooms are to be kept.
Other regulations to be replaced by 9
CFR 416.2(d) will be: 9 CFR 590.540(d),
which states that air drawn into the
drier in spray process drying facilities
be free from foul odors, dust, and dirt;
§590.546(b), requiring that intake air
sources in albumen flake process drying
facilities be free from foul odors, dust,
and dirt; § 590.549, requiring that dried
egg storage be sufficient to adequately
handle the production of the plant and
be kept clean, dry, and free from
objectionable odors; and § 590.560(b),
requiring that toilets and dressings be
kept clean and that toilet rooms be
ventilated to the outside of the building.

Plumbing—9 CFR 416.2(e)

The design, installation, and
maintenance of an adequate plumbing
system are key responsibilities of an egg
products plant. Because plumbing
systems carry water into plants and
convey water, sewage, and other waste
from plants, problems with plumbing
systems can easily cause product
contamination or adulteration. The
plumbing sanitation requirements in 9
CFR 416.2(e) set out the essential
condition plants must achieve with
their plumbing systems: plumbing
systems cannot cause adulteration of
product and must ensure sanitary
operating conditions. Plants otherwise
will be allowed to build plumbing
systems suitable to the nature and
volume of their production. Therefore,
FSIS is proposing to eliminate the
requirement in § 590.500(g) that drains
and gutters with approved traps and
vents be installed. The Agency is also
proposing to eliminate the prescriptive
requirements regarding lavatory
accommodations in §590.500(1) and
(m).

Sewage Disposal—9 CFR 416.2(f)

The current regulations require any
person desiring to process egg products
under continuous inspection to submit
drawings and specifications before
receiving approval of a plant and
facilities as an official plant.
Information that must be submitted
includes how the plant intends to
dispose of sewage (§ 590.146(b)(7)).
Section 590.504(q) states that 