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Not Ready-to-Eat (NRTE) Processed Products FSA Tool vs3

This FSA toolis forestablishments that produce NOT READY-TO-EAT (RTE) MEAT ORPOULTRY PRODUCTS that are
consideredto fallunderthe following HACCP processing categories:

HEAT TREATED, SHELF STABLE
NOT HEAT TREATED, SHELF STABLE
HEAT TREATED,NOT FULLY COOKED,NOT SHELF STABLE
SECONDARY INHIBITORS,NOT SHELF STABLE

The FSA tool contains the following main sections:

e HACCP(NRTEI-NRTE?24)

o Design of the Heat Treatment, Fermentation, Salt-Curing or Drying for NRTE Processed Products (NRTE25— NRTE27)
End-Product Testing (NRTE28)
Appearance of NRTE Products (NRTE29)

e NRTE ToolSummary (NRTE30)

In respondingto questions in this tool, the EIAO is to focus on documenting any vulnerability and noncompliance, not making
positive editorial findings.

A vulnerability is an identified weakness inthe establishment ’s process that does not rise to the level ofnoncompliance but that could
impact the establishment’s ability to produce safe and wholesomemeat or poultry products in accordancewith FSIS statutory and
regulatory requirements (i.e., the Acts and 9 CFR).

References:

1. ESIS Directive 5100.1, Enforcement, Investigations, and Analysis Officer (EIA0) Comprehensive Food Safety Assessment
(FSA) Methodology;
ESIS Directive 5000.2, Review of Establishment Data by Inspection Personnel,

ESIS Directive 7111.1, Verification Procedures for Lethality and Stabilization;
FSIS Stabilization Guideline for Meatand Poultry Products (Revised Appendix B); and
American MeatInstitute Foundation. October 1997. Good Manufacturing Practices for Fermented Dry and Semi-Dry

Sausage Products.
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Forall questions in this FSA tool, please notethatsome FSA tool questions are not applicable questions for the processes being
assessedand willonly appearbased onthe answerresponses provided. EIAOs are to copy and paste informationinto a text field if that

answer was provided in a previous text field question within thetool, oranothertool.

HACCP (NRTE1-NRTE24)

This section is designed to assess the establishment’s HACCP system. The HACCP system includes hazard analysis, any supporting
documentation, including prerequisite programs supporting decisions in the hazard analysis,and all HACCP records.

The EIAO s to documentallrelevantnoncompliance and vulnerability findings forall HACCP processing categories covered in this

tool.

NRTE1 Select the categories assessed duringthe FSA (multiple categories may be selected):
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https://www.fsis.usda.gov/wps/portal/fsis/topics/rulemaking/egg-products-inspection-act/EPIA/!ut/p/a1/jZBBj4IwEIV_yx44QofFNbi3hiwqKmg2q9iLqWwtJECbtkqyv37L7gmj0c6pk-_NvDeIoByRll4qTk0lWlr3fzI-wAbG_iSCJItxDPM0iLdhOvVh8WaB_QCY-D2w3WSLKIIwDZ7U33kYHumTJxa8qlW04ohIakq3ak8C5YxzVyrxfS6Mti0tWdEndmlhUP6xnmO0Q2Q4GnxbdvTnaJakAWSja-BG9n_gfjjrntfi-HfoPW6PQWhtKnZiiinvrGy7NEbqdwcc6LrO40LwmnmFaBy4JSmFtv6HJJLNV_6znEG1bnahxi-_2jA1rA!!/?1dmy&current=true&urile=wcm%3apath%3a%2FFSIS-Content%2Finternet%2Fmain%2Ftopics%2Frulemaking
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-chapIII.pdf
https://www.fsis.usda.gov/policy/fsis-directives/5100.1
https://www.fsis.usda.gov/policy/fsis-directives/5000.2
https://www.fsis.usda.gov/policy/fsis-directives/7111.1
https://www.fsis.usda.gov/guidelines/2021-0013
https://meathaccp.wisc.edu/assets/Heat_Treated_Shelf_Stable/AMIF_degreehours.pdf
https://meathaccp.wisc.edu/assets/Heat_Treated_Shelf_Stable/AMIF_degreehours.pdf
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NRTE2

NRTE3

NRTE4

NRTES

NRTE6

[0 Heat Treated, Shelf Stable

[0 Not HeatTreated, Shelf Stable

[0 Heat Treated, Not Fully Cooked, Not Shelf Stable
[ Secondary Inhibitors, Not Shelf Stable

Hasthe establishment considered therelevant food safety hazards throughoutthe HACCP system? Briefly describe any
noncompliances and vulnerabilities (limit 4,000 characters).

OYes— Click here to enter text.
ONo — Click here to entertext.

Does the establishment utilize normal consumer-cooking practices to support hazard analysis decision-making?
OYes
[ONo

Does the HACCP system include a prerequisite program or supporting documentation for any hazard that the establishment
determines is “not reasonably likely to occur” (NRLTO) (9 CFR 417.5(a)(1))? Briefly describeany vulnerability and any
noncompliancethatcan affectthe establishment’s ability to produce safe, wholesome, and unadulterated product (limit
4,000 characters).

OYes— Click here to enter text.

ONo — Click here to entertext.

Has the establishment properly developed and implemented a written HACCP planto address each food safety hazard
determinedto be “reasonably likely to occur” (RLTO) (9 CFR 417.5(a)(2))? Describe any vulnerability and any
noncompliance findings thatcan affectthe establishment’s ability to produce safe, wholesome, and unadulterated product
(limit 4,000 characters).

OYes— Click here to enter text.

[ONo — Click here to entertext.

Does the establishment apply a heat-treatment to the product and stabilize the productby cooling?
OYes— If selected, answer the following question(s)
ONo

NRTE6a Did the establishmentidentifyallappropriate hazards as part of its hazard analysis during the stabilization step(s)?
Briefly describe any vulnerability and any noncompliance findings thatcan affectthe establishment’s ability to
producesafe, wholesome, and unadulterated product (limit 2,000 characters).

OYes— Click here to entertext.

ONo — Click here to entertext.

NRTEG6Db Ifthe establishment fully cooks the productand thenapplies additional heating and stabiliza tion steps thatdo not
achievefulllethality (e.g.,an oil browning step or pasteurization treatment), does it identify all appropriate
hazards as partofitshazardanalysis at thosesteps per 9 CFR 417.2(a)(1)? Briefly describeany vulnerability and
any noncompliance findings that can a ffect the establishment’s ability to produce sa fe, wholesome, and
unadulterated product (limit 2,000 characters).

OYes— Click here to enter text.
ONo — Click here to entertext.

[INo, the establishment does not apply additional heating and stabilization steps that do not achieve full lethality


https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec417-5.pdf
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec417-5.pdf
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec417-2.pdf
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NRTE7

NRTES

NRTE6¢c Iftheestablishment fully cooks the productand thenapplies additional heating and stabiliza tion steps thatdo not
achievefulllethality as stated in question NRTES, does the scientific support address the cumulative growth of

spore-formers (e.g., C. perfringens, C. botulinum) across the first stabilization and subsequent heatingand
stabilization steps? Briefly describeany vulnerability and any noncompliance findings thatcan affectthe

establishment’s ability to producesa fe, wholesome, and unadulterated product (limit 2,000 characters).
OYes— Click here to entertext.
[ONo — Click here to entertext.

[INo, the establishment does not apply additional heating and stabilization steps that do not achieve full lethality

NRTE6d Ifthe establishment does not fully cooktheproduct to lethality, does its hazard analysis and scientific support
address the cumulative growth of spore-formers (e.g., C. perfringens, C. botulinum) across the first heating and
subsequent step (limit 2,000 characters)?

OYes— Click here to entertext
ONo - Click here to entertext

[ONo, establishmentdoes notapply a partial heat-treatment

Did a significantdevelopmentoccurin the last 60 days thata ffects the hazard analysis such asmajor process or product
change, categorization change, orunforeseen hazard?

NOTE: Answer this question based on yourreview of the selected records (including any additional record review
because ofa food safety concern)as outlined in FSIS Directive 5100.1.

OYes— If selected, answer the following question(s)
ONo

NRTE7a Briefly describe how thehazard analysis and/or HACCP plan was reassessed in response to the change. Briefly
describe any vulnerability and noncompliance findings that can a ffect the establishment’s ability to producesafe,
wholesome, and unadulterated product (limit 5,000 characters).

Click here to enter text.

Does the establishment apply antimicrobial treatments or additives that support decisions in the hazard analysis (e.g.,
CCPs, pre-requisite programs, or other programs)?

OYes— If selected, answer the following question(s)
CNo

NRTE8a Doesthe supportingdocumentation show the antimicrobial treatments or additives are safe and suitable (FSIS

NRTE9

Directive 7120.1) (limit 4,000 characters)? Briefly describe any vulnerability and noncompliance findings that can
affect the establishment’s ability to produce sa fe, wholesome, and unadulterated product.

OYes— Click here to entertext.

OONo — Click here to entertext.

Reprocessing: Does the establishment have reprocessing or reconditioning procedures in place and implemented (if
observed) thatprevent cross contamination of product?

OYes— If selected, answer the following question(s)
CNo

NRTE9a Briefly describe the establishment’s procedures for reprocessing orreconditioning. Include any vulnerability and

any noncompliance with how the establishment’s food safety system addressed reprocessing (limit 20,000
characters).


https://www.fsis.usda.gov/policy/fsis-directives/5100.1
https://www.fsis.usda.gov/policy/fsis-directives/7120.1
https://www.fsis.usda.gov/policy/fsis-directives/7120.1
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Click here to entertext.

NRTE10 Allergens: Does the establishment produce products that contain any ofthe “Big 8" allergens or other ingredients of public
health concern? Big 8 allergens include: Wheat, Crustacean shellfish (e.g., crab, lobster, shrimp), Eggs, Fish, Peanuts,
Milk, Tree nuts (e.g., almonds, pecans, walnuts), and Soy.

OYes— If selected, answer the following question(s)
ONo

NRTE10a Briefly describe any vulnerability and any noncompliance with how the establishment’s food safety system
addressed the identification, prevention and control, and declaration ofallergens/ingredients. [fapplicable, address
if the establishment has had a recall forundeclared allergens/ingredients in the past 6-months, and the corrective
actions taken (limit 20,000 characters).

Click here to enter text.

HACCP System Validation

This section is designed to assess the establishment’s validation ofits HACCP system.

NRTE11 Does the establishment maintain adequate scientific or technical support that relates to the establishment’s actual process,
product, and hazard identified in the hazard analysis (1* part of validation— design)? Briefly describe any vulnerabilities or
noncompliances (limit 4,000 characters).

OYes— Click here to entertext.
[INo, the supportdoes notrelate— Click here to entertext.

[INo, the establishment does not have support — Click here to enter text.

NRTE12 Doesthe establishment’s scientific support demonstrate the process meets the performance standards ortargets (i.e.,
pathogenreduction level) identified in the hazard analysis for each food safety system? Briefly describeany
vulnerabilities ornoncompliances (limit 4,000 characters).

OYes— Click here to enter text.

[INo, the supportdoes notdemonstrate that it meets the performance standards or targets — Click here to enter text.

[ONo, the establishment does not identify performance standards ortargets— Click here to entertext.

NRTE13 Doesthe establishment use multiple interventions, including antimicrobial interventions, to meet the overall performance
standard ortarget (i.e., multi-hurdle approach)?

OYes— If selected, answer the following question(s)
CNo

NRTE13aln the eventofa worst-case scenario whennot all antimicrobial interventions are operational, does the
establishment have support that theremaining antimicrobial interventions will adequately reduce the pathogen to
anacceptable level?

OYes
[ONo

[IEach antimicrobial intervention is required during production
NRTE14 Does the establishment incorporate the critical operating parameters in the scientific supportinto its CCP critical limits,

prerequisite programs, and other program limits? Briefly describe any vulnerabilities ornoncompliances (limit 4,000
characters).
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NRTE1S5

NRTEI16

=0
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OYes— Click here to enter text.

OONo — Click here to entertext.

Does the establishment maintain in-plant validation data demonstrating the control measures, as written in the HACCP
system, achievethe intended food safety outcome (2nd part of validation— execution)? Briefly describeany

vulnerabilities ornoncompliances (limit 4,000 characters).
OYes— Click here to entertext.

OONo — Click here to entertext.

Briefly describe any vulnerability ornoncompliance finding with the establishment’s HACCP system (i.e., HACCP plan,
prerequisite program, or another program) validation thata ffect the establishment’s ability to produce safe, wholesome,
and unadulterated food notdescribed above (limit 20,000 characters).

Click here to entertext.

HACCP Monitoring, Verification, and Corrective Actions

This section is designed to assess the establishment’s monitoring, verification, and corrective action procedures of those CCPs,
prerequisite programs, or other programs.

NRTE17

NRTE18

NRTEI19

NRTE20

NRTE21

Does the establishment conduct the monitoring and verification (procedure and frequency) as written in its HACCP
program (i.e., HACCP plan, prerequisite program, or another program), including chilling/cooling procedures if the
establishment slaughters?

OYes

[INo, the establishment does not conductmonitoring and verificationas written

[INo, the monitoring and verification are not written in its HACCP program

Does the establishment maintain suﬁort forthe selectedmonitorini and verification procedures and frequencies?
OYes
OONo

Briefly describe any vulnerability and noncompliance finding with the establishment’s monitoring and verification
procedures and frequencies, including the support for its monitoring and verification procedures and frequencies in its
program (i.e., HACCP plan, prerequisite program, or another program) (limit 20,000 characters).

Click here to entertext.

Does the establishment have corrective action procedures in its written program (i.e., HACCP plan, prerequisite program,
or another program)? Briefly describe any vulnemabilities ornoncompliances (limit 4,000 characters).

OYes— Click here to enter text.
OONo — Click here to entertext.

Hasthe establishment taken corrective actions as appropriate in response to deficiencies as required by 9 CFR 417.3 over
the last 60 days?

*Ifyes,notewhetherallapplicable parts of 9 CFR 417.3 were met. If no,note why theestablishmentdid nottake
appropriate corrective actions (limit 4,000 characters).

OYes— Click here to entertext.
[ONo — Click here to entertext.

[IN/A, the establishment has not had any deficiencies overthe last 60 days.
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https://www.govinfo.gov/content/pkg/CFR-2022-title9-vol2/pdf/CFR-2022-title9-vol2-sec417-3.pdf
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec417-3.pdf
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NRTE22

NRTE23

NRTE24

Do the records include the actual times, temperatures, or other quantifiable values, and include the productcode(s), product
nameoridentity, or slaughter production lot? Briefly describe any vulnerabilities ornoncompliances (limit 4,000

characters).
OYes— Click here to enter text.

ONo — Click here to entertext.

Based onyourreview of records and observation of operations, briefly describe any vulnerability and noncompliance
findings not described in previous questions with the implementation of monitoring and verification procedures that affect
the establishment’s ability to produce safe, wholesome, and unadulterated products. Noteif the records accurately reflect
the process (limit 20,000 characters).

Click here to entertext.

HACCP Summary: Describe any HACCP design findings notdescribed in the previous questions and how your findings
impactthe establishment’s food sa fety system (limit 20,000 characters).

Click here to entertext.

Design of the Heat Treatment, Fermentation, Salt-Curing or Drying for NRTE Processed Products (NRTE25—- NRTE27)

This section includes lethality processes that maynotresult in an RTE or fully cooked product. NOTE: An establishment may
reclassify a RTEor fully cooked productas NRTE, aslongasitis not defined by a standard of identity as a fully-cooked product(e.g.,

hotdogsper9 CFR 319.180 and319.181 orbarbequeper9 CFR 319.80and381.164).

NRTE25

NRTE26

NRTE27

Do you have any concerns with the NRTE determination made by the establishment being appropriate (e.g., because the
productis required to be RTE by Standard of Identity) (limit 2,000 characters)?

OYes— Click here to enter text.

ONo — Click here to entertext.

Ifthe establishment uses fermentation, salt-curing, or drying, provide your assessment of any vulnerability and describe
any noncompliance with how Staphylococcus aureus (S. aureus) outgrowth is addressed during the process. Your
assessment should consider whether the establishment maintains adequate support for all product variations, suchas
fermented sausages of differing diameters. Note: FSIS Directive 7111.1 indicates for shelf-stable products, FSIS
recommends establishments limit the growth of S. aureus to<2.0-logs during the process, especially during thedrying step
and ensure no growth of S. aureus can occur during storage. For fermented products, degree-hours (theamount of time in
hoursabove 60°F it takes ata specific temperature to reducethe pHto 5.3 orbelow) areusedto control S. aureus
outgrowth during the fermentation step (for more information see the American Meat Institute Foundation. October 1997,
Good Manufacturing Practices for Fermented Dry and Semi-Dry Sausage Products) (limit 20,000 characters).

Click here to entertext.

Briefly describe any vulnerability and any noncompliance findings not described previously regarding the establishment’s
heat treatment, fermentation, salt-curing, or drying design that can affectthe establishment’s ability to produce safe,
wholesome, and unadulterated product (limit 20,000 characters).

Click here to entertext.

End-Product Testing (NRTE28)

This section is designed to assess whether the establishment’s sampling and testing programs that are part ofthe establishment’s
HACCP ssystem (e.g., as ongoing verification fora CCP or prerequisite program), are designed appropriately and implemented under
validated conditions, and thatthe establishment reacts appropriately to sampling results.
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https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec319-180.pdf
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec319-181.pdf
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec319-80.pdf
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec381-164.pdf
https://www.fsis.usda.gov/policy/fsis-directives/7111.1
https://meathaccp.wisc.edu/assets/Heat_Treated_Shelf_Stable/AMIF_degreehours.pdf
https://meathaccp.wisc.edu/assets/Heat_Treated_Shelf_Stable/AMIF_degreehours.pdf
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As instructed in FSIS Directive 5100.1, the EIAOis to:

e Directly observe theestablishmentcollecting samples according to its supporting documentation if the establishment conducts
sampling duringthe course ofthe FSA;
Review establishmentsampling results from the previous 60 days in establishments;
Documentallrelevantnoncompliance and vulnerability findings forall HACCP processing categories covered in this tool; and
e Reviewthe Foodborne Pathogen TestKits Validated by Independent Organizations database to determine whether the method
used by the establishment is fit for purpose and performed under validated conditions.

NRTE28 Doesthe establishment conduct end-producttesting forbiologicalhazards? NOTE: End-product testing is not required.
OYes— If selected, answer the following question(s)

[ONo

NRTE28alsthis end-product testing conducted as part ofits ongoing verification of any ofthe steps in its hazard analysis?
OYes

[ONo

NRTE28bIsany end-product testing conducted for other purposes (e.g., customer specification)?

OYes
CNo

NRTE28c Do the establishment employees perform the samplingas described in the establishment’s sampling protocol
(aseptic technique, sample size and type, laboratory methods)? ﬂ
OYes
CNo

O N/A, the sampling was not observed duringthe FSA

NRTE28dDoes the establishment maintain adequate support for the testing method (test portion, fit for intended use,
validation, etc.)?

OYes
OONo

NRTE28e Has the establishment received any positive results in the previous 60 days? Nofncompliances and vulnerabilities

OYes
ONo

NRTE28f Briefly describe the sampling methodology, testing methodology, and your observation of the sampling collection.
Briefly describe any vulnerability ornoncompliance (if the sampling and testing is used to supportdecisionin the
hazardanalysis (9 CFR 417.5(a)(1))) and assess theimpact your findings have on food safety (limit 20,000
characters).

Click here to entertext.

NRTE28g Summarize how the establishment addresses positives, identifies trends and how the sample results are used for
decision making within the HACCP system. Briefly describe any vulnerabilities and any noncompliance findings
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https://www.fsis.usda.gov/policy/fsis-directives/5100.1
https://www.fsis.usda.gov/guidelines/2019-0008
https://www.govinfo.gov/content/pkg/CFR-2021-title9-vol2/pdf/CFR-2021-title9-vol2-sec417-5.pdf
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that canaffect theestablishment’s ability to producesa fe, wholesome, and unadulterated product (limit 20,000
products).

Click here to entertext.

Appearance of NRTE Products (NRTE29)

NRTE29 Does the establishment produceany NRTE products thatappear RTE?
OYes - If selected, answer the following question(s)
CNo

NRTE29a Are the products accurately labeled: (1) to represent the product as onethatis NRTE and requires cooking for
safety, (2) with safefood handling instructions, and (3) with validated cooking instructions? Briefly describe any
vulnerability and any noncompliance findings that can a ffect the establishment’s ability to producesafe,

wholesome, and unadulterated product (limit 2,000 characters).
OYes— Click here to enter text.

[ONo — Click here to entertext.

NRTE29b Does the establishment maintain validation for the cooking instructions listed on the product label? Briefly
describe any vulnerability and any noncompliance findings that can a ffect the establishment’s ability to produce

safe, wholesome, and unadulterated product (limit 2,000 characters).
OYes— Click here to entertext.

[OONo — Click here to entertext.

NRTE29¢ Based onyour knowledge and experience, provide your assessment of any vulnerability and describe any
noncompliance findings regarding this establishment’s NRTE process that have not been previously covered
(limit 20,000 characters).

Click here to entertext.

NRTE Tool Summary (NRTE30)

This question is designed to focus on the mostsignificantnoncompliance or vulnerability findings thatcan affectthe establishment’s
ability to producesafe, wholesome, and unadulterated product. Summarize the findings that bear most directly on the FSA
recommendation with respect to whataction, if any, is necessary with respectto theestablishment’s HACCP system. The answer to

this question is to be used to construct the Executive Summary.

NRTE30 Summarize any vulnerability ornoncompliance findings identified in the NRTE Processed Products tool that have an
impacton the establishment’s ability to producesa fe, wholesome, unadulterated productand are critical to determine an

FSA recommendation (limit 20,000 characters). Limit your responseto threeto five bullet points total.

Click here to entertext.
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