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Food Safety and Inspection Service:
Egg Products Inspection Regulations Final Rule — Overview of Webinar

v' Amendments to the Egg ProductsInspection Regulations

General Requirements

Sanitation Standard Operating Procedure Regulations to be Implemented by October 29, 2021
Hazard Analysis and Critical Control Point Requirements to be Implemented by October 31,
2022

Egg Product Regulatory Oversight Changes to be Implemented by October 30, 2023

Egg Products Guidance

Implementation

AN NN

AN NN

v' Exports
v" Use of the FSIS PY-200 Form

v Imports
v Imported Egg Products Stamped With the Import Mark of Inspection “U.S. Inspected and Passed”
v' Weight Limits Extended for Small Importations for Importers Personal Use, Display,or
Laboratory Analysis
v Amount of Time Extended for Importers to Dispose of Egg Product Identified as “Refused Entry’


Presenter
Presentation Notes
Let me provide you with an overview of this afternoon’s webinar.  

First, we’re going to go over amendment to the egg products inspection regulations, including

General requirements
The Sanitation Standard Operating Procedure regulations to be implemented on October 29 of this year
The Hazard analysis and critical control point requirements to be implemented on October 31, 2022
Other egg product regulatory oversight changes to be implemented by October 30, 2023
Egg products guidance
And Implementation of the final rule

Then we’ll briefly talk about exports and use of the FSIS-PY-200 form and finish up with a discussion of import issues including stamping imported egg products with the import mark of inspection, changes to the weight limits for small importations for importers’ personal use, display, or laboratory analysis, and the amount of time extended for importers to dispose of egg products identified as “refused entry.”


Food Safety and Inspection Service:
Egg Products Inspection Regulations

2 On February 13, 2018, FSIS proposed to amend the egg products inspection
regulations. The rule proposed to:

Q

a

a

Require plants to develop and implement Hazard Analysis and Critical Control Point
(HACCP) systems and Sanitation Standard Operating Procedures (Sanitation SOPs) and
meet all sanitation requirements already applicable to meat and poultry products.

Specify that egg products are required to be processed to edible without additional
preparationto achieve food safety.

Provide for generic label approvals and amend the required labeling features.

Bring egg products underthe “Rules of Practice” that govern administrative enforcement
actions initiated by the Agency.

Reinterpret the Agency’s interpretation of continuousinspection.
Exercise jurisdiction over egg substitutes and freeze-dried egg products.

2 On October 29, 2020, the rule finalizing these regulations was published in the Federal

Register.


Presenter
Presentation Notes
On February 13, 2018, FSIS proposed to amend the egg products inspection regulations.  The rule proposed to:
Require plants to develop and implement Hazard Analysis and Critical Control Point (HACCP) systems and Sanitation Standard Operating Procedures (Sanitation SOPs) and meet all sanitation requirements consistent with the meat and poultry regulations.
Specify that egg products are required to be processed to edible without additional preparation to achieve food safety.
Provide for generic label approvals and amend the required labeling features.
Bring egg products under the “Rules of Practice” that govern administrative enforcement actions initiated by the Agency.
Redefine the Agency’s interpretation of continuous inspection, and
Change jurisdiction over egg substitutes and freeze-dried egg products.
On October 29, 2020, the final rule was published in the Federal Register.
Let’s discuss some of the changes to the egg products regulations resulting from the final rule.



Food Safety and Inspection Service:

General Requirements

0 For importers and exporters, relevant regulations that were
amended include:
— 9 CFR 590.200 Recordkeeping requirements
— 9 CFR590.411 Label approval
— 9 CFR 590.412 Approval of generic labels
— 9 CFR 590.570(b) Control of pathogens in pasteurized egg products



Food Safety and Inspection Service:
General Requirements: Recordkeeping

0 Persons engaged in the transporting, shipping, or receiving of any
egg products in commerce, or holding such articles received must
maintain records documenting the following for 2 years:

— The date of production and quantity of egg products delivered and sold, and to
whom

— The date of receipt and quantity of egg products purchased or received, and
from whom

o All records required to be maintained must be made available to an
authorized representatives of the Secretary for official review and
copying

0 These requirements were effective December 28, 2020


Presenter
Presentation Notes
FSIS  has added some new recordkeeping requirements to the egg products regulations.  For example, persons engaged in the transporting shipping, or receiving of any egg products in commerce, or holding such articles received must maintain records documenting the date of production and quantity of egg products delivered and sold, and to whom, and the date of receipt and quantity of egg products purchased or received, and from whom.  These records must be kept for 2 years and made available to an authorized representative of the Secretary for official review and copying.  These requirements were effective on December 28, 2020.


Food Safety and Inspection Service:
General Requirements: Labeling

2 FSIS has revised 9 CFR 590.411 to require that plants must comply with the requirements
of 9 CFR 412.1 (label approval).

2 Only labels that meet the following criteria need to be submitted for approval:
— Intended for Temporary Approval
— Products Exported with Labeling Deviations
— Special Statements and Claims as describedin 9 CFR 412.1(e)

o FSIS has revised the requirements of 9 CFR 590.412 to state that plants, including official
plants certified under a foreign inspection systemin accordance with 9 CFR 590.910, may
comply with the requirements of 9 CFR 412.2 (approval of generic labels).

o Egg products plants may use generically approved labels without submitting them to the
Agency provided the label displays all the required mandatory featuresin a prominent
manner and is not otherwise false or misleading.


Presenter
Presentation Notes
FSIS has revised the requirements of 9 CFR 590.411, the egg products label approval regulations, to require egg products plants to comply with the label approval provisions governing meat and poultry products in 9 CFR 412.1.  Only labels intended for temporary approval, labels for products exported with labeling deviations, and labels containing special statements and claims, as described in 9 CFR 412.1(e) need to be submitted for approval. 

FSIS has revised 9 CFR 590.412, stating that plants, including official plants certified under a foreign inspection system in accordance with 9 CFR 590.510, may comply with the generic labeling regulations in 9 CFR 412.2.  Under 412.2, egg products plants may use generically approved labels without submitting them to the Agency, except for those labels I mentioned above, provided the labels display all the required mandatory features in a prominent manner and are not otherwise false or misleading.


Food Safety and Inspection Service:

Egg Products are Ready-to-Eat

a2 The presence of pathogenic organisms in egg products (e.g., Salmonella, Listeria
monocytogenes, etc.) render those products adulterated and FSIS treats them like
ready-to-eat products.

2 On October 30, 2022, FSIS will remove the prescriptive time/temperature
requirementsin 9 CFR 590.570(b) and require egg products to be processed such
that they do not require additional preparation to ensure food safety.

2 Plants that do not develop new or modified procedures under HACCP can continue
to follow the set of pasteurization time and temperature combinations found in the
Food Safety Guideline for Egg Products and incorporate them into their HACCP
plans.


Presenter
Presentation Notes
The presence of pathogenic organisms in egg products (e.g., Salmonella and Listeria monocytogenes, etc.) render those products adulterated and FSIS treats them like ready-to-eat products.  When the HACCP regulations take effect, the prescriptive time/temperature requirements in section 590.570(b) will be removed and replaced with a performance standard requiring egg products to be processed such that they do not require additional preparation to ensure food safety.  The finished products will also have to be free of detectable pathogens.  Plants that do not develop new or modified procedures under HACCP can continue to follow the pasteurization time and temperature combinations found in the Food Safety Guideline for Egg Products.  The combinations in the compliance guideline will assist small and very small businesses in identifying validated procedures. The materials are posted on the Agency’s website.
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Food Safety and Inspection Service:
Sanitation Standard Operating Procedures (Sanitation SOPs)

a2 The Sanitation SOPs will become effective on October 29, 2021, one year from the date
of publication in the final rule.

2 Sanitation SOPs define the results to be achieved by sanitation, but not the specific
means to achieve those results.

2 Sanitation SOPs describe all the procedures a plant will conduct daily, before, and
during operations sufficient to prevent direct contamination or adulteration of
product(s).

o Plants can meet the sanitation requirements in different ways, but the required results

are the same for all plants.
10
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Presentation Notes
On October 29, 2021, egg products plants will be required to develop and implement written Sanitation SOPs. Plants may voluntarily choose to develop and implement written sanitation SOPs before this date.
Sanitation SOP requirements define the results to be achieved by sanitation, but not the specific means to achieve those results.  Sanitation SOPs describe all the procedures a plant will conduct daily, before, and during operations sufficient to prevent direct contamination or adulteration of product(s).
Plants can meet the sanitation requirements in different ways, but the required results are the same for all plants.
FSIS inspectors will verify that plants are following their written Sanitation SOPs. If a plant is not following its sanitation SOPs, FSIS inspectors will document the non-compliance in a Non-compliance Record.
 


Food Safety and Inspection Service:
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Food Safety and Inspection Service:

Hazard Analysis and Critical Control Point (HACCP) Systems

2 The HACCP requirements will take effect on October 31, 2022, two years from
the date of publication of the final rule.

2 HACCP is a flexible system that will enable plants to tailor their control systems
to the needs of their particular plants and processes.

o Plants 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.

o Specifically, plants will have to develop and implement HACCP plans that
incorporate controls that are necessary to produce safe egg products.

12
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The HACCP requirements will take effect on October 30, 2022, two years from the date of publication of the final rule.
HACCP is a flexible system that will enable plants to tailor their control systems to the needs of their particular plants and processes. Plants 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.
Specifically, plants will have to develop and implement HACCP plans that incorporate controls that are necessary to produce safe egg products.
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Food Safety and Inspection Service:

0 October 30, 2023, FSIS will be assuming regulatory authority
over egg substitutes and freeze-dried egg products, including
those that are imported. These products:

— Pose the same risk as egg products and will be inspected in the same
manner; and

— Are similar, if not identical, to currently amenable egg products and
subject to the same food safety risks during processing.

14
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On October 30, 2023, FSIS will be assuming regulatory authority over egg substitutes and freeze-dried egg products, including those that are imported, which pose the same risk as egg products and will be inspected in the same manner, enhancing the existing food safety system. These products are similar, if not identical, to currently amenable egg products and are subject to the same food safety risks during processing. FSIS is requiring that these products be produced under FSIS inspection and jurisdiction. 







Food Safety and Inspection Service:
Egg Products Inspection Regulations

2 Products remaining under FDA jurisdiction under the new rule:

— Imitation egg products

— Dietary foods

— Dried no-bake custard mixes

— Egg nog mixes

— Acidic dressings

— Noodles

— Milk and egg dip

— French toast

— Sandwiches containing eggs or egg products
— Cooked eggs or cooked egg products

15



Food Safety and Inspection Service:

FSIS Guidelines
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Food Safety and Inspection Service:

Food Safety Guideline for Egg Products

FSIS Food Safety Guideline for Egg Products

September9, 2020

* The guideline does not impose new regulatory requirements, but rather provides guidance
* Establishments can continue to use former regulations, and includes

* No objection letters to various egg product formulations and pasteurization time-temperatures
Waivers to extended freezing times

Waivers to enzyme-modification processes

* Calculated time-temperature tables to achieve lethality

Available at https://www.fsis.usda.gov/wps/wcm/connect/372cc535-5efc-43¢9-9dae-02285052ef61/food-
safety-guideline-egg-products.pdf?MOD=AJPERES

17
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FSIS developed the Food Safety Guideline for Egg Products to help all egg products plants meet the new regulatory requirements.
It does NOT impose NEW regulatory requirements. 
Establishments may continue to use former regulations as safe harbors.  Safe harbors are recognized procedures that can be used as scientific support for a validated HACCP system.  Former regulations that can be used as safe harbors include pasteurization, cooling, freezing, defrosting, and heat treatment operations.
FSIS has incorporated many of the procedures from new technology no objection letters and waivers as additional safe harbors that establishments may use.  These procedures include time-temperature combinations for various egg product formulations, extended freezing times, and holding egg products for enzyme-modification processes.  In addition, FSIS calculated a variety of time-temperature combinations for several types of liquid egg products.


https://www.fsis.usda.gov/wps/wcm/connect/372cc535-5efc-43c9-9dae-02285052ef61/food-safety-guideline-egg-products.pdf?MOD=AJPERES

Food Safety and Inspection Service:

Egg Products Hazards and Controls Guide

Process Step Potential Hazards

Frequently Used Controls

H e | p S i n i d en tifyi n g . Biological—Contamination with
pathogens (e.g., Salmonella or

Listeria monocyltogenes)

Recervingandstorage of packaging
materials andnon-egg ngredients

* relevant processing steps

o Lettersof guarantee.

o Packingmaterials and non-cgg
ngredients are transportedand
stored in a manner that ensures
productintegrity and proper
conditions are maintamned.

¢ Dry goodsare protected from
pestsand environmental

contammation.

e potential hazards for each of the steps

Chemical—Allergens

e controls frequently used to address these hazards

o Lettersof guarantee; approved
supplier program.

Available at https://www.fsis.usda.gov/wps/wcm/connect/2d097b2f-4cb6-4dd9-aee2-891fba39d45d/egg-

products-hazards-controls-guide.pdf?MOD=AJPERES

18
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In addition, FSIS is providing a hazards and controls guide.  This guide identifies relevant processing steps, potential hazards for each of the steps, and controls frequently used to address these hazards.

This guide is not regulatory and is meant only to provide assistance and examples of common steps, hazards, and frequently used controls.

Since this guideline only provides common steps and hazards, additional steps and hazards may be identified based on each plant’s unique process.  In addition, plants may identify additional controls not included in this guide that are still valid options.



https://www.fsis.usda.gov/wps/wcm/connect/2d097b2f-4cb6-4dd9-aee2-891fba39d45d/egg-products-hazards-controls-guide.pdf?MOD=AJPERES

Food Safety and Inspection Service:

Implementation of New Rule
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Food Safety and Inspection Service:
Implementation of New Rule

JEarly opt in plants

AStaffing

(dPatrol Assignments

20
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Presentation Notes
Official plants may begin operating under HACCP and Sanitation SOP regulations at earlier dates, provided FSIS has verified that they are compliant with the regulations. The plant will provide written notification to the District Manager that they wish to opt in to either SSOPs or HACCP and SSOPs-a plant is not able to opt in only to HACCP without first implementing SSOPs.  The District will then work with the FLS to review the programs and plans to determine regulatory compliance.  Inspection training needs will be determined as well. Once regulatory compliance is met-a tentative date can be set for implementation. Required training for inspection personnel will also take place prior to implementation. 

Egg products plants will be staffed with CSIs and once SSOPs and HACCP are implemented by the plant-Districts will make determinations regarding placing the plant on a patrol assignment with inspection at least once per shift rather than during all hours of processing.

The 1-year implementation date is October 29, 2021.  At that time, plants will need to have developed Sanitation SOPs and will need to adhere to the Sanitation Performance Standards under 9 CFR part 416.  The 9 CFR part 590 regulations redundant to 9 CFR part 416 will be removed at that time.

(my note – this includes 590.146; 590.502;
590.504 (f), (g), (h), (i), (j), (k), (l), (m), (n), (p), (q);
590.506; 590.508;
590.510(a), (c)(1), (c)(3), (d);
590.515; 590.516(a); 590.520; 590.522;
590.530; 590.532; 590.534; 590.536
590.538; 590.539; 590.540; 590.542; 590.544
590.546 – 590.550;
590.552; 590.560; 590.570(a); 
Added - 591.1(a); 591.2(b) ; 590.149(a))

The 2-year implementation date is October 31, 2022.  At that time, plants will need to have developed HACCP plans and adhere to the requirements in 9 CFR part 417.  The 9 CFR part 590 regulations redundant to 9 CFR part 417 will be removed at that time.

(my note – 417.7(b;
590.504(d)(1), (2); (o)(1), (2), (3);
590.570(b); 590.575; 590.580(b)(1)
Added - 591.1(b); 591.2(a), (c) ); 590.149(b), (c))

And on October 30, 2023, 3 years after rule publication, egg substitutes and freeze-dried egg products must meet FSIS requirements for egg products.
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December 28:PY-200 Egg Product Exports

0 Issuance of FSIS Directive 5030.1 Revision 2, has cancelled
FSIS Directive 5040.1, Uses of FSIS Form PY — 200 Egg
Products Inspection Certificate, 1/22/13.

0 The labeling requirements in 9 CFR 590.410(c) replace the
requirement for the PY-200, Egg Products Inspection
Certificate to accompany the shipment and the need to
apply government seals.

2 European Union currently requires a PY — 200 to
accompany shipments for sampling by AMS.

22
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The use of the FSIS Form PY -200 will no longer be utilized by OFO for official exports
The European Union is still requiring the use of the PY-200 for sample results
For exports to the EU, the establishments will now be responsible for requesting and obtaining the PY-200 to be submitted with the export documentation package that accompanies each egg product export to the EU



December 28:PY-200 Egg Product Exports

0 EU samples for certification are submitted under the Voluntary Egg Products
Inspection Program (9 CFR part 592) to the USDA/Agricultural Marketing
Service, Science and Technology National Science Laboratory for analysis.

20 Upon receipt of results of laboratory analyses, IPP are to determine that the lot
of product tested is eligible for certification. Each shipment consigned to a
destination within the European Union must be accompanied by FSIS Form
9060-5EP, Egg Products Export Certificate of Wholesomeness, the FSIS
Letterhead Certificate, and a copy of the PY-200 that identifies lab results.

23
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Presentation Notes
The Egg Products Final rule does allow certain exceptions for the use of the PY-200

The one current exception that pertains to export involves the requirement for the PY-200 to accompany exports to the European Union

The PY-200 should be utilized by the establishment to relay their sample results until a new procedure has been agreed upon by the USDA and the EU Commission



Food Safety and Inspection Service:
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Food Safety and Inspection Service:

New Regulation

o Imported egg products found
acceptable upon reinspection
must be stamped with the official
import mark of inspection, “U.S.
Inspected and Passed” as
described in 590.940(a).

a2 The requirement does not apply
to egg products from Canada.

25
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Imported egg products were not stamped before December 28, 2020.

590.940(b) describes the official form for the mark of inspection.

FSIS Directive 9900.1, Imported Product Shipment Presentation, Section XI
When performing the General Labeling verification task, IPP verify the:
Stamping of product by the official import inspection establishment is legible. If the 
        mark is not legible, the plant can reapply the mark; 
Official import inspection establishment has applied the mark to all applicable shipping cartons




Food Safety and Inspection Service:

New Regulation

o The inspection legend may be placed on containers of egg products before
completion of the official import inspection as described in 590.940(e).
2 The official import inspection establishment must have:

— Submitted a pre-stamping procedure for egg products to the Front Line
Supervisor for approval; and

— Received a signed letter from the District Manager approving the pre-stamping
procedure.

FSIS Directive 9900.3, Pre-Stamping Imported Product, contains information
on pre-stampingimported products.

26
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FSIS Directive 9900.3, Pre-stamping Imported Product,

The Front Line Supervisor (FLS) is to review any written prestamping procedures submitted by an official import inspection establishment before forwarding the procedures to the DM with their commendation on whether to approve. The FLS is to verify that the prestamping procedures: 
Limit prestamping to only those lots that IPPcan fully inspect on the day on which prestamping occurs; 
Do not allow for prestamping of lots subject to intensified reinspection; 
Do not allow for prestamping until after IPP verify the product condition, count, documentation, and labeling; 
List the name of the establishment official ensuring compliance with the prestamping procedure; 
Provide that all product that is prestamped will be held within the official import inspection establishment until reinspection has occurred; 
Include a control procedure for removing or obliterating the official inspection legend from prestamped lots that fail reinspection; and 
Describe how the official import inspection establishment will maintain a daily prestamping log that includes: 
Date the product was prestamped and reinspected; 
Country of origin; 
Foreign establishment number; 
Name of product; 
Number of units; 
Shipping mark; 
Inspection certificate number; 
PHIS application and lot number; and 
A procedure for maintaining and retaining the daily prestamping log in accordance with 9 CFR Part 320 and making it available to IPP when not in actual use. 

Import Compliance Guide Page 12








Food Safety and Inspection Service:

Amended Regulation

o Imported egg products that are “Refused

N
Entry” into the United States must be %&
S

disposed of within 45 days as described
in 9 CFR 590.945(a)(3). \‘\\

2 The amended regulation extends the \@

amount of time allowed for disposal from
30 days.

27
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FSIS Directive 9900.8, Meat, Poultry, and Egg Products Refused Entry Into the United States

Import Compliance Guide Page 16




Food Safety and Inspection Service:

Amended Regulation

2 Small importations of liquid, frozen or dried egg product for
importers personal use, display, or laboratory analysis cannot
exceed 50 Ibs. (22.7kg) for each type of product as described in
9 CFR 590.960.

o The amended regulation extends the amount of liquid and
frozen egg products from 30 lbs. (13.6kg)

28
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FSIS Directive 9500.8, Importation of Products for Other Than Commercial Purposes

Import Compliance Guide Pages 19 - 21




Food Safety and Inspection Service:

Regulation Reference Change

2 All conveyances containing imported liquid egg products must
be sealed by inspection authorities in the exporting country as
per 590.935(b).

0 Examples Include: Bulk Tanker Shipments, Trailers Containing
Packaged Liquid and Frozen Egg Product, and Undenatured
Inedible Liquid and Frozen Egg Product.

29
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590.935(b) All conveyances containing imported liquid egg products must be sealed by inspection authorities in the exporting country. Seals may be broken at U.S. port-of-entry for purposes of inspection by program inspectors or customs officers.

We no longer refer to the domestic requirement for sealing shipments







Food Safety and Inspection Service:

Imported Unpasteurized Egg Products

0 A foreign inspection certificate is required for bulk shipments
of imported unpasteurized egg products.

o A placard with the “Date of Loading” as described in 9 CFR
590.410(c) does not apply to bulk shipments of imported
unpasteurized egg products.

30
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 590.410(c) Bulk shipments of unpasteurized egg products and microbial pathogen-positive egg products produced in official plants must bear a label containing the words “date of loading,” followed by a suitable space in which the date the container, tanker truck, or portable tank is loaded must be inserted. The label must be conspicuously located and printed and affixed on material that cannot be detached or effaced due to exposure to weather. Before the truck or tank is removed from the place where it is unloaded, the carrier must remove or obliterate the label. Such shipments must also bear the official identification shown in Figure 2 of §590.415. 

Domestic regulation 590.410(b) for sealing tankers was removed.








Food Safety and Inspection Service:

Additional Policy References

2 FSIS Import Compliance Guide

https://www.fsis.usda.gov/wps/wcm/connect/be330a39-20de-
43ee-b84a-6be8a5d20178/Import-Compliance-
Guide.pdf?MOD=AJPERES

2 9000 Series: Export/Import Directives

https://www.fsis.usda.gov/wps/portal/fsis/topics/regulations/
directives/9000-series

31
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https://www.fsis.usda.gov/wps/wcm/connect/be330a39-20de-43ee-b84a-6be8a5d20178/Import-Compliance-Guide.pdf?MOD=AJPERES
https://www.fsis.usda.gov/wps/portal/fsis/topics/regulations/directives/9000-series

Food Safety and Inspection Service:

Questions

0 Refer questions on imported egg products regulatory
compliance through askFSIS.

0 askFSIS - https://www.fsis.usda.gov/contact-us/askfsis or
contact askFSIS by telephone at 1-800-233-3935

32
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https://www.fsis.usda.gov/contact-us/askfsis
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