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WORKSHOP 1WORKSHOP 1

The New The New ListeriaListeria Regulation Regulation 

IS THE REGULATION APPLICABLE TO IS THE REGULATION APPLICABLE TO 
YOUR PRODUCT?YOUR PRODUCT?

Labeling, Identification, and Labeling, Identification, and 
PostPost--Lethality Control AlternativesLethality Control Alternatives

22

IS THE REGULATION APPLICABLE TO YOUR IS THE REGULATION APPLICABLE TO YOUR 
PRODUCT AND PRODUCT AND 

WHAT IS THE APPROPRIATE POSTWHAT IS THE APPROPRIATE POST--
LETHALITY CONTROL ALTERNATIVE ?LETHALITY CONTROL ALTERNATIVE ?

Step 1Step 1
–– Determine whether the product is a ReadyDetermine whether the product is a Ready--toto--Eat (RTE) productEat (RTE) product

Step 2Step 2
–– Determine whether the RTE product is exposed postDetermine whether the RTE product is exposed post--lethalitylethality

Step 3Step 3
–– Determine whether the product is a deli or hotdog productDetermine whether the product is a deli or hotdog product

Step 4Step 4
–– Determine the control measures used for the product and the Determine the control measures used for the product and the 

alternative into which your product fits alternative into which your product fits 
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Step 1Step 1

Determine Whether the Determine Whether the 
Product is RTEProduct is RTE

44

Is the Regulation Applicable to My Is the Regulation Applicable to My 
Product?Product?

Step 1Step 1
–– Determine whether the product is a ReadyDetermine whether the product is a Ready--toto--

Eat (RTE) productEat (RTE) product
Some products are defined by standards as RTESome products are defined by standards as RTE
Some products expected to be RTESome products expected to be RTE
Some products may be RTE or may be notSome products may be RTE or may be not--readyready--
toto--eat (NRTE)eat (NRTE)
Some products are labeled to represent them as  Some products are labeled to represent them as  
RTE RTE 
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Step 1 ContinuedStep 1 Continued

Definition of ReadyDefinition of Ready--toto--Eat (RTE) Product Eat (RTE) Product 
(9 CFR Part 430) (9 CFR Part 430) 

A meat or poultry product that is in a form that A meat or poultry product that is in a form that 
is edible without additional preparation to is edible without additional preparation to 
achieve food safety achieve food safety 

May receive additional preparation to make the May receive additional preparation to make the 
product taste better and/or look betterproduct taste better and/or look better

Can include frozen meat and poultry products  Can include frozen meat and poultry products  

66

Other Regulatory Terms Defined in Other Regulatory Terms Defined in 
the Lm Rulethe Lm Rule

Antimicrobial AgentAntimicrobial Agent
Antimicrobial ProcessAntimicrobial Process
Deli ProductDeli Product
Hotdog ProductHotdog Product
Lethality TreatmentLethality Treatment
PostPost--lethality Processing Environmentlethality Processing Environment
PostPost--lethality Treatmentlethality Treatment
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Step 1 Continued Step 1 Continued 

Examples of RTE Products Examples of RTE Products 
Five Categories That May Represent RTE Products  Five Categories That May Represent RTE Products  
But That May or May Not Be PostBut That May or May Not Be Post--Lethality ExposedLethality Exposed

Cooked or Otherwise Processed Whole or Cooked or Otherwise Processed Whole or 
Comminuted Products Comminuted Products 
Fermented Meat and Poultry Products Fermented Meat and Poultry Products 
SaltSalt--cured Productscured Products
Dried Products Dried Products 
ThermallyThermally--Processed, Commercially Sterile ProductsProcessed, Commercially Sterile Products

88

Step 1 ContinuedStep 1 Continued
---- Cooked or Otherwise Processed Whole or Cooked or Otherwise Processed Whole or 

Comminuted ProductsComminuted Products

Includes Meat and Poultry Products Such As These, or Includes Meat and Poultry Products Such As These, or 
Containing TheseContaining These::

Cooked/cured sausages, e.g., bologna, hotdogs, Cooked/cured sausages, e.g., bologna, hotdogs, 
weinersweiners, turkey , turkey franks, franks, cottocotto salami, poultry roll salami, poultry roll 
Cooked/smoked sausages, e.g., Cooked/smoked sausages, e.g., berlinerberliner, cheese , cheese 
smokiessmokies
Cooked sausages, e.g., pork sausage patties, brown Cooked sausages, e.g., pork sausage patties, brown 
and serve sausagesand serve sausages
Cooked pastrami, corned beef, roast beef, roast pork, Cooked pastrami, corned beef, roast beef, roast pork, 
cooked ham, fried chicken, cooked/breaded chicken cooked ham, fried chicken, cooked/breaded chicken 
nuggetsnuggets
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Step 1 Continued  Step 1 Continued  

---- Cooked or Otherwise Processed Whole or    Cooked or Otherwise Processed Whole or    
Comminuted ProductsComminuted Products

Includes Meat and Poultry Products Such As These, or Includes Meat and Poultry Products Such As These, or 
Containing TheseContaining These::

Meat or poultry loaf, gyrosMeat or poultry loaf, gyros
Cooked meat or poultry chili, stew, ravioliCooked meat or poultry chili, stew, ravioli
Cooked pork in BBQ sauce, chicken/turkey BBQCooked pork in BBQ sauce, chicken/turkey BBQ
Chicken burritos, pork Chicken burritos, pork eggrollseggrolls
Entrees/dinners Entrees/dinners 
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Step 1 Continued Step 1 Continued 
---- Fermented Meat and Poultry Products Fermented Meat and Poultry Products 
Includes Meat and Poultry Products Such As These, or Containing Includes Meat and Poultry Products Such As These, or Containing 

These:These:

Lebanon bolognaLebanon bologna
PepperoniPepperoni
CervelatCervelat
ChorizoChorizo
Genoa or Italian salami Genoa or Italian salami 
Summer sausageSummer sausage
Cacciatore (a dry sausage) Cacciatore (a dry sausage) 
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Step 1 Continued Step 1 Continued 
---- SaltSalt--cured Productscured Products

Includes Meat and Poultry Products Such As These, or Containing Includes Meat and Poultry Products Such As These, or Containing 
These:These:

CoppaCoppa
Country hamCountry ham
Parma hamParma ham
ProsciuttoProsciutto
Dry cured duckDry cured duck
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Step 1 ContinuedStep 1 Continued

---- Dried ProductsDried Products

Includes Meat and Poultry Products Such As These, or Containing Includes Meat and Poultry Products Such As These, or Containing 
These:These:

Beef sticksBeef sticks
Meat/poultry jerkyMeat/poultry jerky
BasturmaBasturma, , PastirmaPastirma
Dried beefDried beef
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Step 1 Continued Step 1 Continued 

---- ThermallyThermally--Processed, Commercially Processed, Commercially 
Sterile ProductsSterile Products

Includes Meat and Poultry Products Such As These, or Containing Includes Meat and Poultry Products Such As These, or Containing 
These:These:

Canned hamCanned ham
Canned soups with meat or poultryCanned soups with meat or poultry
Canned meat/poultry stew, ravioli, lasagna   Canned meat/poultry stew, ravioli, lasagna   
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Step 1 Continued Step 1 Continued 

---- Identifying a RTE ProductIdentifying a RTE Product

RTE products are not required to bear safeRTE products are not required to bear safe--
handling instructions (as required for nonhandling instructions (as required for non--RTE RTE 
products by 9 CFR 317.2 (k)(1) and 381.125(b) products by 9 CFR 317.2 (k)(1) and 381.125(b) 

RTE product labeling does not instruct the RTE product labeling does not instruct the 
consumer that the product must be cooked or consumer that the product must be cooked or 
otherwise treated for safetyotherwise treated for safety

In many cases, RTE product labeling is guided In many cases, RTE product labeling is guided 
by various factors by various factors ………………………………. . 
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Step One Continued Step One Continued 
Identifying a RTE productIdentifying a RTE product

1. By standard of       1. By standard of       
identity in identity in 
regulations or regulations or 
policy in Food policy in Food 
Standards and Standards and 
Labeling Policy Labeling Policy 
BookBook
e.g., hotdogs are e.g., hotdogs are 
defined as      defined as      
““cookedcooked””
productsproducts

8 Skinless Beef Franks
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Identifying a RTE productIdentifying a RTE product
2. Consumer 2. Consumer 
expectations/long expectations/long 
term production term production 
practicespractices
e.g., Pates e.g., Pates ––
understood by understood by 
consumers to be a  consumers to be a  
RTE productRTE product

French Liver Pate with 1% Truffle
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Identifying a RTE productIdentifying a RTE product
3. Nutrition Labeling3. Nutrition Labeling--

Serving size for RTE Serving size for RTE 
products is based on products is based on 
readyready--toto--serve serve 
reference amounts reference amounts 
Reference Amounts Reference Amounts 
Customarily Customarily 
Consumed (RACC)Consumed (RACC)
–– PotstickersPotstickers ready to ready to 

serve = 140 grams (g)serve = 140 grams (g)
Serving Size 8 Pcs. (140g)

1818

Identifying a RTE productIdentifying a RTE product

4. Labeling terms on 4. Labeling terms on 
principal display principal display 
panel (PDP) of panel (PDP) of 
product  labelsproduct  labels

Examples:Examples:
–– Heat and serve Heat and serve 
–– Ready to eatReady to eat

Simply heat and serve
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Identifying a RTE productIdentifying a RTE product

5. Preparation5. Preparation
InstructionsInstructions

Examples: Examples: 
–– Microwave Oven Microwave Oven 

PreparationPreparation
–– Conventional Oven Conventional Oven 

PreparationPreparation

2020

Identifying a RTE productIdentifying a RTE product

6. HACCP category6. HACCP category

i.e., HACCP category i.e., HACCP category 
–– is entered into block is entered into block 
5B on the FSIS Form 5B on the FSIS Form 
72347234--1 (10/03/2002)1 (10/03/2002)

ExamplesExamples
–– Not heat treatedNot heat treated--shelf stableshelf stable
–– Heat treatedHeat treated-- shelf stableshelf stable
–– Fully cooked Fully cooked –– not shelf stablenot shelf stable

Instructions:
Provide HACCP process category for the 
product. See 9 CFR 417.2(b) (1),
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Step 2Step 2

Determine Whether the RTE Product Is  Determine Whether the RTE Product Is  
PostPost--Lethality ExposedLethality Exposed

2222

Step 2 Continued Step 2 Continued ---- Determine Whether the Product Determine Whether the Product 
Is PostIs Post--Lethality Exposed Lethality Exposed 

PostPost--Lethality Exposure Lethality Exposure 
Is there direct exposure of RTE product to a  Is there direct exposure of RTE product to a  

food contact surface or the processing food contact surface or the processing 
environment after the lethality treatment?environment after the lethality treatment?

Examples of routes of exposure to food contact Examples of routes of exposure to food contact 
surface in processing environmentsurface in processing environment

slicingslicing
peelingpeeling
rere--baggingbagging
cooling semicooling semi--permeable encased product with brine solutionpermeable encased product with brine solution
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Step 2 Continued Step 2 Continued ---- Determine Whether the Determine Whether the 

RTE Product Is PostRTE Product Is Post--Lethality ExposedLethality Exposed

EnvironmentalEnvironmental--type Routes of Contaminationtype Routes of Contamination
Direct ContactDirect Contact
---- Direct exposure of RTE product to a food Direct exposure of RTE product to a food 

contact surface contact surface 
Indirect ContactIndirect Contact
---- Potential contact of exposed RTE productPotential contact of exposed RTE product

Handling a mop handle with a hand and Handling a mop handle with a hand and 
then touching RTE productthen touching RTE product
Soiled apron touching product Soiled apron touching product 

No Contact No Contact 
---- Floors, drains, overhead structuresFloors, drains, overhead structures
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Step 3Step 3

Determine Whether the Product Is a Determine Whether the Product Is a 
Deli or Hotdog ProductDeli or Hotdog Product
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Step 3 ContinuedStep 3 Continued
Is My Product a Deli or Hotdog Product?Is My Product a Deli or Hotdog Product?

Now that you know which of your products Now that you know which of your products 
is applicable to the new is applicable to the new ListeriaListeria rule (i.e., rule (i.e., 
postpost--lethality exposed RTE), determine lethality exposed RTE), determine 
whether your product is a whether your product is a delideli or or hotdoghotdog
product, as defined in the ruleproduct, as defined in the rule
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Deli and Hotdog ProductsDeli and Hotdog Products

Deli products are RTE meat or poultry products Deli products are RTE meat or poultry products 
that are typically sliced, either in an official that are typically sliced, either in an official 
establishment or after distribution from establishment or after distribution from 
establishment, and typically assembled in a establishment, and typically assembled in a 
sandwich for consumption, e.g., spiral cut bonesandwich for consumption, e.g., spiral cut bone--
in hams;   bologna; boiled/baked ham; roast in hams;   bologna; boiled/baked ham; roast 
beef; turkey breast; chicken rollbeef; turkey breast; chicken roll
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Deli and Hotdog ProductsDeli and Hotdog Products

Typical hotdogs are RTE meat or poultry franks, Typical hotdogs are RTE meat or poultry franks, 
frankfurters, frankfurters, weinersweiners per 9 CFR 319.180 per 9 CFR 319.180 
standard (thus, does not include products like standard (thus, does not include products like 
bratwurst, polish sausage, other cooked bratwurst, polish sausage, other cooked 
sausages covered by 9 CFR 319.140) sausages covered by 9 CFR 319.140) 
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Step 4Step 4

Determine the Control Measures Used for Determine the Control Measures Used for 
the Product the Product 

and and 
the Alternative Into Which Your Product Fits  the Alternative Into Which Your Product Fits  
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Step 4Step 4
Into Which Alternative Does My Product Into Which Alternative Does My Product 

Fit?Fit?

Now that you know which of your products Now that you know which of your products 
are covered by the new are covered by the new ListeriaListeria rule (i.e., rule (i.e., 
postpost--lethality exposed RTE), determine lethality exposed RTE), determine 
which alternative control measure your which alternative control measure your 
product fits into.product fits into.
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Step 4 ContinuedStep 4 Continued
Into Which Alternative Does My Product Fit?Into Which Alternative Does My Product Fit?

Alternative 1 ProductAlternative 1 Product
---- PostPost--lethality treatment lethality treatment andand

antimicrobial agent/process antimicrobial agent/process 
---- The PostThe Post--lethality treatment andlethality treatment and

antimicrobial agent/process must each be antimicrobial agent/process must each be 
documented to be sufficient to provide documented to be sufficient to provide 
enhanced safety. enhanced safety. 
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Step 4 ContinuedStep 4 Continued
Into Which Alternative Does My Product Fit?Into Which Alternative Does My Product Fit?

Alternative 2 ProductAlternative 2 Product
---- PostPost--lethality treatment lethality treatment oror antimicrobial antimicrobial 

agent/processagent/process

---- The PostThe Post--lethality treatment lethality treatment oror
antimicrobial agent/process must beantimicrobial agent/process must be
documented to be sufficient to providedocumented to be sufficient to provide
enhanced safety.enhanced safety.
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Step 4 ContinuedStep 4 Continued
Into Which Alternative Does My Product Fit?Into Which Alternative Does My Product Fit?

Alternative 3 ProductAlternative 3 Product

---- Use of sanitation measures only (in Use of sanitation measures only (in 
accordance with 9 CFR 430.4 (b)(3)accordance with 9 CFR 430.4 (b)(3)

∗∗ May have postMay have post--lethality treatment and/or antimicrobiallethality treatment and/or antimicrobial
agent/process but not documented as being sufficient toagent/process but not documented as being sufficient to
provide enhanced safetyprovide enhanced safety

---- Special restrictions regarding potential Special restrictions regarding potential 
adulteration of deli and hotdog products adulteration of deli and hotdog products 
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Labeling of RTE ProductsLabeling of RTE Products

Ingredients Statements Ingredients Statements 

Claims Based on Use of Antimicrobial Claims Based on Use of Antimicrobial 
Ingredients and PostIngredients and Post--Lethality TreatmentsLethality Treatments

3434

Labeling Ingredients in Labeling Ingredients in 
Formulations of RTE products Formulations of RTE products 

e.g., Hotdog Ingredients: pork, water, beef, e.g., Hotdog Ingredients: pork, water, beef, 
dextrose, salt, corn syrup, dextrose, salt, corn syrup, sodium lactatesodium lactate,,
flavorings (spice extractives, garlic powder), flavorings (spice extractives, garlic powder), 
modified food starch, sodium phosphate, modified food starch, sodium phosphate, 
sodium diacetatesodium diacetate, paprika, sodium erythorbate, , paprika, sodium erythorbate, 
sodium nitrite.sodium nitrite.

Modifying an ingredients statement to add a safe Modifying an ingredients statement to add a safe 
and suitable antimicrobial agent may be done and suitable antimicrobial agent may be done 
genericallygenerically
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Labeling of RTE Products for PostLabeling of RTE Products for Post--
Lethality Treatment and Antimicrobial Lethality Treatment and Antimicrobial 

ClaimsClaims

Labels for RTE products that bear claims Labels for RTE products that bear claims 
about antimicrobial agents in formulations about antimicrobial agents in formulations 
and post lethality treatments and post lethality treatments mustmust be be 
submitted to Labeling and Consumer submitted to Labeling and Consumer 
Protection Staff (LCPS) for reviewProtection Staff (LCPS) for review
Examples of claims:Examples of claims:

–– Contains sodium diacetate and sodium Contains sodium diacetate and sodium 
lactate to prevent the growth of lactate to prevent the growth of Listeria Listeria 
monocytogenesmonocytogenes..

3636

Label Claims for Enhanced SafetyLabel Claims for Enhanced Safety

Labeling claims about the enhanced safety of a Labeling claims about the enhanced safety of a 
product (regarding product (regarding ListeriaListeria) are more likely to be ) are more likely to be 
approved if the postapproved if the post--lethality treatment achieves lethality treatment achieves 
a 1 log reduction or greater of a 1 log reduction or greater of 
L. L. monocytogenesmonocytogenes, , and if the antimicrobial agent and if the antimicrobial agent 
or process suppresses or process suppresses L. L. monocytogenesmonocytogenes
growth such that there is 1.0 log or less increase growth such that there is 1.0 log or less increase 
throughout the productthroughout the product’’s expected shelfs expected shelf--lifelife

** unless compelling supporting data are ** unless compelling supporting data are 
provided to address less rigorous provided to address less rigorous 
lethality/growth parameters lethality/growth parameters 
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Distinguishing RTE From Not ReadyDistinguishing RTE From Not Ready--toto--Eat Eat 
(NRTE) Products by Labeling(NRTE) Products by Labeling

Guidance provided in Attachment 2, Guidance provided in Attachment 2, 
FSIS Directive 10,240.3 (12/09/2002)FSIS Directive 10,240.3 (12/09/2002)

3838

The End The End 


