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Presenter Notes
Presentation Notes
In this presentation I’m going to talk about FSIS Policy and Directives which relate to RLm and IVT sampling. You’ve already been presented with much of this material as components of other presentations, on topics such as PHREs, FSA, etc. However, the focus of this presentation is primarily on RLm and IVT sampling and the relevant Directives. 

Some of the big picture things I want you to get from this presentation are the differences and similarities between the RLm and IVT sampling program. Be sure to know how to determine the number of units to collect. You should also understand which FSIS Directives are  related to RLm and IVT sampling and the instructions that each of these Directives have. In other words, where you should go to look things up. 

We’ll take a break before we get through all of this presentation. I welcome any questions that you might have. Feel free to raise your hand and ask questions verbally or you may put questions in the chat. 



Overview

• Purpose of FSIS sampling.
• Pathogens and products of concern.
• FSIS Directive 10,240.5, Rev. 3 – The RLm Sampling 

Directive.
• FSIS Directive 10,300.1, Rev. 1- The IVT Sampling Directive.
• Common Instructions for both RLm and IVT sampling.

• When establishments change practices.
• Results and Enforcement.

Presenter Notes
Presentation Notes
Here’s an overview of what I’m going to talk about in this presentation. I’m not going to cover the directives in the order that you will actually use them. I’m going to start with the RLm and IVT Directives because these sampling programs are the primary focus of this presentation. It’s important to know how these two sampling programs differ. They are not interchangeable, and they are done for completely different purposes. As well as the differences, I’ll go through aspects that both of these have in common, e.g., changing practices, results, and enforcement. 

Then, I’m going to briefly cover just the aspects of the FSA and PHRE directives that relate to Rlm and IVT sampling. (Again, I know you have covered FSAs and PHREs previously in the class.) 

At the very end of this presentation, I have a slide with an overview of entire process which illustrates the sequence of events and order of how these directives will be used.
 
As many of you already know, these directives are all posted to our website. You should be sure to review new versions as they are published and always ensure that you are looking at the most recent version by opening them from our website vs. saving a copy for long term reference.

I’m not going to go over Directive 10,240.3 for our routine RTE sampling programs, although there is a really good new section in it for determining the sampled lot vs. an implicated lot (that I might touch upon at some point during my presentations). Yesterday, Ramon mentioned Directive 10,240.4 on verification of the Listeria rule, 9 CFR 430 which I’m also not going to cover in this presentation. This is a great resource if you want a quick overview of the verification steps and corresponding regulatory citations. However, this Directive is really intended for CSIs, which is why I’ve not included it. A lot more is expected of EIAOs than CSIs, they are expected to have much deeper understanding of FSIS policies and procedures. So for EIAOs, I have a much better resource about 9 CFR 430, https://www.fsis.usda.gov/sites/default/files/import/Controlling-Lm-RTE-Guideline.pdf . Why? Remember in previous discussions about how if the hazard is reasonably likely to occur the HACCP plan must control that hazard with a CCP. Well there really isn’t just one CCP that will control Lm, other than something like cook in the bag. But cook in the bag is not PLE thus not covered by 9 CFR 430. Most establishments use their Lm control prerequisite program to control Lm and most use our Lm CG to as support.



Sampling Purposes

•  Help verify that the plant’s process is producing safe, 
wholesome, unadulterated product

•  Help verify the adequacy of a plant’s HACCP plan, 
Sanitation SOP, and prerequisite programs. 

•  The RLm sampling program is “routine, risk based” and is 
intended to help verify the adequacy of a plant’s Listeria 
control program, per 9 CFR 430.4. 

• The IVT sampling program is done for cause, e.g., to help 
verify corrective actions, typically following a previous 
positive. 

Presenter Notes
Presentation Notes
FSIS has multiple different types of tools that are used to help verify that the plant’s food safety system will result in the production of safe RTE meat and poultry products. The combined use of all of these different verification tools gives us greater confidence, but there is never 100% assurance. Microbiological sampling is just one of many FSIS verification tools. One thing you’ll hear me emphasize is that negative sample results do not mean that everything is okay. 

RLm is an acronym for routine or risk-based sampling for Lm. It is done to HELP verify the adequacy of an establishment’s control of Lm. Is Lm adequately controlled in the PLE, RTE environment?
IVT is an acronym for intensified verification testing. The IVT sampling program is done for cause, for example in response to a previous positive Lm sample in which it is performed to try to help verify the adequacy of an establishment’s corrective actions.

Does anyone know which regulation gives FSIS the ability to collect verification product samples? (HACCP reg.) 417.8(g) – “Sample collection and analysis to determine the product meets all safety standards; 417.8 is all about “agency verification”. Many establishments complain about the cost of FSIS sampling. However, all of the verification activities imbedded in 9 CFR 417.8 are inherent parts of having the grant of inspection. Thus, establishments should consider FSIS sampling to be one of their inherent overhead costs. 




Products of Concern for RLm or IVT sampling

• Ready-to-eat (RTE) products.
• RLm sampling is only for PLE, RTE products (9 CFR 430).
• Production lots are typically defined as from clean-up to 

clean-up.

RTE product (9 CFR 430.1 ) - A meat or poultry product that is 
in a form that is edible without additional preparation to 
achieve food safety and may receive additional preparation 
for palatability or aesthetic, epicurean, gastronomic, or 
culinary purposes. 

Presenter Notes
Presentation Notes
All RTE products are subject to either the RLm or IVT sampling programs. However, since the RLm sampling is intended to help verify compliance with 9 CFR 430.4, the Listeria Rule, these must be PLE, RTE products and Rlm samples are only tested for Lm. 

All sampled RTE production lots are typically defined as everything produced from clean up to clean-up, between complete cleaning and sanitation cycles, per the establishment’s SSOP, unless the establishment has a different supportable basis to define the sampled lot (v. rare).

How do we define RTE? At the bottom of this slide ,you will see part of the Definition. in 430.1; Notice that being cooked is not a part of this definition, i.e., a product can be cured, fermented, and dried with no cooking step. Also, the latter portion of what’s on this slide refers to some sort of additional “preparation”. This additional preparation is often “heating”, which is not the same as “cooking”. Great example = hotdogs by their standard of identity must be fully cooked and therefore they must be RTE, so they can be eaten right out of the package with no additional preparation. However, most consumers prefer to at least heat them. Some even prefer to cook them prior to consumption, even though they are already RTE.

FYI, the remainder of the definition in 430.1, which is not on this slide is; RTE products are not required to bear safe-handling instruction (as required for non RTE products by 9 CFR 317.2(1) and 381.125(b)) or other labeling that directs that the product must be cooked or otherwise treated for safety and can include frozen meat or poultry products (9 CFR 430.1). 




Primary Pathogens of Concern

Listeria monocytogenes (Lm) and Salmonella spp. 
• Both can cause human disease.
• Both can be cross contaminated to products from contaminated plant 

equipment or the environment. 

The presence of Lm in a RTE product is typically due to post-lethality 
contamination.
  
The presence of Salmonella in a RTE product may be an indicator of a 
lethality process failure, but it can also be a result of post-lethality 
contamination.

Presenter Notes
Presentation Notes
Collectively, FSIS’ RTE microbiological sampling programs are aimed at detecting the presence of pathogens Sal and Lm. 

The presence of Lm in RTE product is typically due to PLE contamination from environmental sources. Sal positives in RTE products are rare. But relatively recently we had a Salmonella outbreak in Salami sticks. For Sal positives in RTE products, we typically look at the lethality process first, e.g., fermentation and drying aren’t the most robust lethality processes. Sal positives have also been the result of ingredients added post lethality, such spices or barbeque sauce. I’ve also seen Sal positives due to cross contamination from raw products, e.g., popped pork skins.




FSIS Directive 10,240.5

Verification Procedures for EIAOs for the Lm Regulation and 
Routine, Risk-Based Lm (RLm) Sampling Program.

“The RLm Directive.”

Presenter Notes
Presentation Notes
Now let’s look at Directive, 10,240.5, sometimes referred to as the RLm Directive.



FSIS Directive 10,240.5 - 2 

• Provides instructions for collecting RLm samples.
• An updated version of 10,240.5 was published on 11/02/2022.
• Significant changes include;

• Prioritizing line sampling based on the risk of the 430-production 
alternative (future slide).

• Sequence of establishments eligible for RLm sampling on the 
monthly spreadsheet is now sequenced based on risk, instead of 
a 4-year FSA cycle (next presentation).

• The option for DOs to use RLm sampling to inform a PHRE vs. 
using RLm sample results to inform an FSA.

Presenter Notes
Presentation Notes
An updated version of Directive 10,240.5 was published in November, 2022. Significant changes include using the 430 production alternative to select lines for sampling (instead of the Product Sampling Priority List, future slide) , sequencing the lower portion of the PHRE scheduling spreadsheet RLm based on risk instead of a 4-year cycle (which I’ll cover in the next presentation), and the option for DOs to use Rlms to inform the PHRE vs using RLms to inform the FSA. Be careful in utilizing this last option. 

My next presentation will be all about using the PHRE scheduling spreadsheet to schedule RLm sampling, the purposes of the Rlm program, risk factors, etc.



FSIS Directive 10,240.5 - 3

RLm testing is;
• Routine, risk-based, sampling for Lm (abbreviated RLm).
• Intended for producers of PLE, RTE products only.
• Samples always tested for Lm. (RLm Sal testing is not an option.)
• Used to help verify compliance with 9 CFR 430.
• RLm results help inform an FSA outcome or;
• New option - use RLm sampling to help inform a PHRE outcome.
 

However;
• Listeria contamination is typically intermittent and non-homogenous.
• Sampling is a snapshot in time. 
• All negative results do not confirm that Lm is being controlled.

Presenter Notes
Presentation Notes
Again, RLm is an acronym for routine or risk-based sampling for Lm. It’s intended to be used for PLE, RTE products only, to help verify compliance with 430.4. RLm samples are always tested for Lm only. RLm sampling is typically used in conjunction with an FSA to help verify compliance with the Listeria rule, 9 CFR 430. The latest revision allows DOs to potentially use RLm sampling as part of a PHRE to help determine if an FSA is warranted. But collecting Rlm samples to inform an FSA is the ideal in most circumstances. 
Key principle 1. Listeria contamination is typically low level, intermittent, and non-homogonous. In fact, all pathogen contamination is typically non-homogonous. Lm typically harbors on NFC, environmental surfaces long term and then is cross contaminated to FCS or products, often during production. For example, condensation dripping from an overhead surface onto a moving conveyor belt of product, employees not changing gloves after touching a NFCS and before touching a FCS or product, or the sanitation crew using high pressure hoes in the PLE, RTE processing environment.. So, the presence of Lm on FCSs is often transient.  FCSs are rarely the original source or harborage site. Environmental, NFCSs are where Lm typically harbors long term and ae usually the original source.
Key principle 2. Sampling is just a snap-shot in time. For example, a negative FCS result simply means that the portion of the FCS that was sampled was negative at the time it was sampled. It doesn’t mean that the entire FCS was negative or that the FCS was negative previously of subsequently. In order to find FCS positives, one often must collect from the right portion of a FCS at the exact right moment in time. Therefore, all negative RLm results don’t necessarily mean that everything is okay. Ultimately, the best sample site selections are often made based on observations at the time of collection. 
Key principle 3 : one product sample out of a lot does not support that the entire lot is negative. Again, microbial contamination is typically non-homogenous. Not every product package will contain a pathogen and even within a package that is contaminated, the contamination will be nonhomogeneous, it might be present in only a very limited number of hotspots within a contaminated product package. Even if a contaminated product sample is chosen for testing, the lab may not analyze the contaminated portion of the package or detect it. The sample size for Lm is only 25gms.

So DOs should be very careful in utilizing the new option to use RLm sampling to inform the PHRE outcome. The complete PHRE must be performed and all negative RLm results doesn’t not confirm that everything is okay. The primary advantage to this approach is that it gets an EIAO into the establishment for a few days to do the sampling without having to commit to a full FSA first. Aside from the sampling results, during this time the EIAO might become aware of something that would indicate that an FSA should be performed. This is might be advantageous in certain circumstances, for example if an EIAO will already be in the establishment performing an FSA on a different process, and different part of the establishment, e.g., raw slaughter or further processing. 

The preference is for RLms to be done in conjunction with an FSA. 





FSIS Directive 10,240.5 - 4

Rlm sampling uses IVT methodology;
• Consists of product, FCS, and NFCS swab samples.
• Multiple samples collected as a part of sampling "units".
• Each unit has a defined composition, e.g., 5 product, 10 FCS, and 5 

NFCS samples per unit.

Examples of significant differences with IVT sampling:
• RLm sampling is “routine, risk-based”. IVT sampling “for cause”.
• Different method for determining the number of units to collect.
• IVT samples are never composited. 
• IVT samples may be tested for Lm or Sal (rare).
• Establishment notification timeframe is different.

Presenter Notes
Presentation Notes
You may occasionally hear or read that RLm sampling utilizes the IVT methodology. At the top of this slide, you will see examples of what is meant by this. RLm and IVT sampling have many things in common because the IVT sampling program was implemented long before the RLm sampling program and was used as a model for the RLm program, thus these two sampling programs have a lot of similarities.  

However, it is important to be aware that there are significant differences between these two sampling programs.
For example:
Rlms = routine, risk based vs. IVTs = for cause (different mindset).
Rlms- only for Lm testing vs. IVTs which could be Lm or Sal.
Rlm = intended to be proactive, discover and resolve issues before adulteration, human disease, outbreaks, etc. occur. Thus, it is routine, risk-based sampling for Lm. Historically, this has been a very good sampling program and has been responsible for finding a lot of issues that might not have otherwise been found (prior to an outbreak). IVT sampling is always done for cause, for example because of a previous positive. IVT samples are never composited, there’s the option to test for Sal or Lm with IVT samples. However, a single swab sample cannot be tested for both Sal and Lm.
We’ll talk more about the similarities and differences later in this presentation.




FSIS Directive 10,240.5 - 5

Prior to RLm scheduling, the EIAO is to:
• Contact in plant inspection personnel (IPP) to gather information 

(typically a part of the PHRE).
• Ask about risk factors and any IPP concerns.
• Identify eligible products.
• Determine overall RTE production steps and processes.
• Is brine utilized to cool the PLE, RTE products?
• Identify possible day for sampling.
• Determine number of sample units to collect.

Presenter Notes
Presentation Notes
As a part of performing a PHRE, in addition to generating and reviewing a number of reports, EIAOs are also supposed to collaborate with IPP (and/ or the FLS) to ask about any concerns they may have.  For example, What does the plant’s listeria sampling history look like, etc.? What issues have they had in the past? Any recent or current construction? Any issues with condensation?
Prior to scheduling a Rlm sampling, EIAOs must also speak with IPP to identify a possible day for sampling, as well as to gather other information. For example, What PLE, RTE products are they producing? What 430 production alternatives are they utilizing in the production of those products? What is their typical production schedule? What do their overall RTE production processes look like, e.g., do they cook on one day and package on subsequent days? We’ve had EIAOs who only determined the days of final assembly and packaging, not realizing until they arrived at the establishment that processing had been done on previous days. 



FSIS Directive 10,240.5 - 6

The number of RLm units to collect is based on establishment size;
• Large establishments = up to a maximum of 3 units
• Small establishments = up to a maximum of 2 units
• Very small establishments = maximum of 1 unit

Each unit must always be associated with one line, one production 
lot, and one production alternative.

Establishment size is based on establishment categories in the HACCP 
preamble (61 FR 38806);

• large establishments – 500 or more employees
• small establishments – 10 or more employees but fewer than 500
• very small establishments – fewer than 10 employees or annual 

sales of less than $2.5 million. 

Presenter Notes
Presentation Notes
At the top of the slide, you will see the maximum number of RLm units of samples to collect for RLm sampling, per Directive 10,240.5. This is completely different than for IVT sampling in which the number of units is determined by the number of RTE lines in an establishment. 

EIAOs may collect fewer units than the max. For example, you may collect up to 3 units for a large establishment. But if they only use two lines for PLE, RTE product then you would only collect 2 units. This is because each unit must always be associated with one line, one production lot, and one production alternative. It’s not possible to collect more units than the number of RTE lines. 

The bottom of the slide describes how establishment size is defined by the HACCP preamble.




FSIS Directive 10,240.5 - 7

• Each RLm unit is composed of;
  5 product samples, composited by the labs- one RLMPRODC form.
  10 food contact surface (FCS) swab samples, not composited – 10 

RLMCONT forms.
  5 environmental, nonfood contact surface (NFCS) swab samples, 

composited by the labs - one RLMENVC form.

• Brine samples might be  FCS or NFCS. 
 Permeable casing         FCS – use one of the FCS forms (RLMCONT). 
 Impermeable casing         NFCS - brine NOT composited with NFCS swab 

samples. Requires an extra form (RLMENVR).

Presenter Notes
Presentation Notes
On this slide, I’ve attempted to illustrate how to decipher the RLm sampling project codes. EIAOs are to try to collect a full unit (20 samples) even if the number of FC sampling sites is limited. EIAOs may sample the same location at different times through out the production day. 
Brine or cooling water can potentially be a source of Lm. The high salt content of brine allows it to be liquid at below freezing temps. But relative to RLm and IVT sampling the use of the term brine is really jargon. It does have to contain any salt. It can be just cold water. 
Permeable casing = FCS brine sample = RLMCONT form. But as the South Africa Listeriosis outbreak illustrates, (future presentation) the presence of Lm on the outer surface of an impermeable casing is still a food safety hazard. 
Non-permeable casing = ENV brine sample = RLmENVR form




FSIS Directive 10,240.5 - 8

Production Line (from the Lm CG): A line refers to the flow of product 
during production. This includes all equipment, personnel, and utensils 
that contact the RTE product. Multiple individual product lines can meet 
at a piece of equipment (e.g., packaging machine), but can still be 
considered multiple lines. 

Prioritize sampling of lines based on risk;
• 9 CFR 430 Lm control Alternative.
• Sampling history (both FSIS and establishment sampling).
• Other risk factors such as recent or ongoing construction, 

condensation issues, use of high-pressure hoses in PLE, RTE area, 
etc.

Presenter Notes
Presentation Notes
Production Line: A line refers to the flow of product during production. This includes all of the equipment, personnel, and utensils that contact the RTE product. Multiple individual product lines can meet at a piece of equipment (e.g., packaging machine). This definition of a production line from the Lm CG may come in handy because some establishments don’t define their lines in this way. This might impact their compliance with 430.4 because for testing frequancy our guidance is to collect at least 3-5 FCS samples per line every time samples are collected, weekly, monthly, quarterly, depending on their production Alt and or size (Alt 3, deli/hotdog). For this reason, estabs may want to try to limit their number of lines.

Conversely, if one line meets multiple packaging machines, for example for to make multiple size product packages, then all products coming out of all 3 packaging machines, produced from clean-up to clean-up, must be held pending acceptable lab results. The establishment may consider each of those different size product packages to be different lots with different SKUs. However, any positive food contact surface sample collected upstream of the 3 packaging machines would implicate the product coming out of all three packaging machines. 

This same thing applies to routine RTE product sampling, and this is a mistake CSIs sometimes make. Each sampled lot of product must be microbiologically independent. When different packaging machines share use of the same equipment, FCSs, utensils, employees, etc., from clean-up to clean-up, upstream of the multiple packaging machines, FSIS would consider these to all the same line and the same sampled production lot. A product positive obtained from any single packaging machine would implicate the others, even if the establishment considers them to be different lots with different SKUs.  

Prioritize sampling of the riskiest lines. 10,240.5 says to collect from the highest risk alternative and the highest risk PLE, RTE production line. In addition to control alternative, other risk factors should also be considered, e.g., a history of previous positives, condensation, construction, etc.,. We’ll talk about risk factors in the next presentation. So, for now, let’s talk about the 430 control alternatives…




FSIS Directive 10,240.5 - 9

According to the Listeria rule (9 CFR 430.4) Lm contamination of 
post-lethality exposed (PLE) products must be controlled using 
one of three Lm control alternatives.

Risk of 9 CFR 430.4 production alternatives, from most risky to 
least risky:

Alt 3 (sanitation alone to control Lm)
Alt 2b (AMAP + sanitation)
Alt 2a (PLT + sanitation)
Alt 1 (PLT + AMAP + sanitation)

Decreasing Risk

Presenter Notes
Presentation Notes
Alt 3 = Sanitation alone used to control Lm (most risky). Alt 2b = use of an AMAP, Alt 2a = use of a PLT, Alt 1 = use of PLT and an AMA. Sanitation is an important part of all alternatives. Establishments sometimes become overconfident in their PLT or AMAP and then become less rigorous in their sanitation practices, which has resulted in adulterated production lots.

According to 430, estabs using Alt 3 or Alt 2b are required to test their FCS for Lm or an indicator such as L. species. 

FSIS’ expectation is that AMAPs should allow no more than 2-logs of growth of Lm over the shelf-life of the product.

Who can name some examples of AMAs/AMPs? Examples of AMPs include: freezing, Aw, pH, potassium lactate, sodium diacetate.  Freezing doesn’t count if thawed at retail. Need multiple components to use freezing as an AMP.

AMAs must be applied appropriately. So if sliced deli meat comes out of the slicer stacked and the AMA is being sprayed over the top, what is wrong? Only the exposed surfaces get the AMA applied, not the underside or the portions covered by other slices. 

PLTs must achieve at least a 1-log lethality of Lm before the product is shipped into commerce.

- PLTs are applied in the final package or near final packaging (some PLTs must be applied just prior to packaging). Who can name some examples of PLTs?
1) Pre-packaging treatments, e.g., infrared technology (rare) 
2) Post-packaging treatments, e.g., Hot water or Steam pasteurization in the packaging, and high-pressure processing (HPP). 




FSIS Directive 10,240.5 - 10

• Notify the establishment 1 week prior to Rlm collection date.
• Once at the establishment, hold entrance meeting;
 Inform them of the sampling and how it will be conducted – may 

use entrance letter in Directive 10,300, attachment 1.
 Must hold the sampled lot(s), pending the results of FSIS testing.
 Confirm that they will produce PLE, RTE product and won’t change 

routine production practices (because you will be sampling).
• Conduct walk-through. 
• Prepare for sampling, e.g., stage supplies, etc.

Presenter Notes
Presentation Notes
EIAOs are to notify the est. one week prior to the Rlm collection date. As we will see in subsequent slides, this contrasts with IVTs in which “EIAOs are to notify the establishment at least 48 hours before IVT sample collection, or if necessary, in enough time in advance for the establishment to hold the product but not enough time for the establishment to alter its routine processes.” 
My advice is to give them the minimum amount of advance notice, less time to do extra intensified cleaning. They will already be on there toes while you are there.

Once at the establishment, hold the entrance meeting. There’s an entrance letter is in attachment 1 of the IVT Directive, 10.300.1 that you can use as a guide for RLm entrance meetings. 
https://www.fsis.usda.gov/sites/default/files/media_file/2020-08/10300.1.pdf FSIS Directive 10300.1 Revision 1 - Intensified Verification Testing (IVT) Protocol for Sampling of Product, Food Contact Surfaces and Environmental Surfaces for Listeria Monocytogenes (Lm) or Salmonella SPP. (usda.gov)
It tells them that they don’t need to rinse or wipe FCSs following swabbing. It tells them that they must hold the production lots until the lab results are received and tells them the typical timeframes for receiving those results. It describes how production lots are typically defined. 
The sampled lot is the product represented by the samples collected by FSIS. For sampling purposes, lots should be defined so that if a positive result is found on one lot, the product from any other lot would not be implicated. Each production line and lot must be microbiologically distinct from the others. (KB- “If employees are going between lines with no microbiological separation, it could be considered to be the same sampled lot.”) Microbiological independence also typically means complete cleaning and sanitation between production lots. For RTE products, FSIS generally considers the sampled lot to be all product produced from “clean-up to clean- up”, unless the establishment has a different supportable definition of the lot. 
The language in the letter about obtaining our results is a little outdated. It predates Lims and says the DO will provide the results. 
I also recommend confirming at the entrance meeting that they will be producing PLE, RTE product and that they won’t change they’re routine production practices. We’ve seen them do this in the past and you will need to verify that they follow all of their routine practices, their SSOP, etc.
For RLm sampling, the RTE product must be PLE and an FSIS amenable product. (Can’t collect while FDA amenable products are being produced.)




FSIS Directive 10,300.1

Intensified Verification Testing (IVT) Protocol For Sampling of 
Product, Food Contact Surfaces, and Environmental Surfaces 

for Listeria monocytogenes (Lm) or Salmonella spp.

“The IVT Directive.”

Presenter Notes
Presentation Notes
So now let me shift to IVT sampling in Directive 10,300.



FSIS Directive 10,300.1 - 1

Provides instructions on collecting product, FCS, and NFCS samples (that 
are never composited).

IVT sampling is always performed “for cause”, at the discretion of the 
District Office.

IVT sampling is usually, but not always, done in conjunction with an FSA.

Presenter Notes
Presentation Notes
In contrast to routine RLm sampling which is routine, risk-based sampling, IVT sampling is done “for cause”. The most typical for cause trigger is a previous FSIS product positive, but there are other for cause triggers in Directive 5100.4, as we will see in the future slides.

Although a PHRE must still be performed, for cause triggers typically result in FSA being performed. However, if an FSA has already been performed in a specific are of a specific establishment within the last 6 months, the entire FSA typically does not need to be repeated. A very common IVT for cause trigger is to help verify corrective actions before closing out an enforcement action. 

With these things in mind, can anyone think of circumstances in which an FSA would not be performed along with an IVT? A: If the purpose of the IVT is to verify corrective actions and an FSA had been done within the previous 6 months, then another full FSA is not normally conducted. For example, a previous RLm was performed in conjunction with an FSA and positive FCSs or product samples were found during the RLm sampling. Following a positive, establishments must perform corrective actions and then, FSIS would typically perform IVT sampling to try to help verify that those corrective actions were effective. In this set of circumstances, if the FSA had been completed within the previous 6 months in conjunction with the RLm sampling, you don’t have to perform another full FSA in conjunction with the subsequent IVT done to help verify corrective actions before closing out the enforcement actions that resulted from the original positive.




FSIS Directive 10,300.1 - 2

Examples of for cause reasons (in Directive 5100.4) that could lead 
to IVT sampling;

• A pathogen positive from an FSIS RTE sampling program (Lm or 
Salmonella spp.).  

• Product has been associated with human illness.

• To verify corrective actions before closing out an enforcement 
action.

• A RTE positive from another government entity.

Presenter Notes
Presentation Notes
Here are the for cause reasons for a PHRE that could lead to IVT sampling from table 1 of Directive 5100.4, the PHRE directive. There are other for cause triggers for a PHRE in this table, but they are not RTE related. 
Examples of other government entities include the FDA, and there are numerous DJE establishments, or for example if the product is exported to another country such as Canada and they obtain positives on FSIS products or have an outbreak associated with FSIS products, then FSIS may perform IVT testing at the producing establishment. 

As I said earlier, IVT samples may be tested for Lm or Sal. But Sal IVTs are very rare. Just about the only reason to do so is if the Sal contamination was thought to have occurred due to cross contamination post-lethality. There’s no need to collect numerous FCS and NFCS samples if the positive was due to a lethality process failure.

BTW- closed face sandwich = FDA, open faced sandwich = USDA




FSIS Directive 10,300.1 - 3

The number of IVT units determined by the number of RTE lines;
- 1 IVT unit per line, up to 5 units maximum. 
- Vs. RLms where units is based on establishment size.

IVT samples are never composited, thus an extra form for NFCS 
brine samples is not needed.

One unit for Lm IVTs consist of:
• 5 intact product samples, 5 forms (INTPROD).
• 10 FCS samples, 10 forms (INTCONT)
•  5 NFCS samples, 5 forms (INTENV).

Presenter Notes
Presentation Notes
In contrast to RLm sampling where the number of units is determined by establishment size, for IVT sampling the number of units is determined by the number of RTE processing lines. Since these are only done “for cause” and are more likely to result in an enforcement action, EIAOs have greater flexibility in the number of units to collect. You will notice that the composition of an IVT unit of Lm samples is the exact same as for RLms. However, IVT samples are never composited like they are for certain for product or NFCS Rlm samples. Because of this you won’t need that extra form when a NFCS brine sample (impermeable casing) needs to be collected. The project codes for IVT samples are obviously different from the RLm sample project codes. In tis case INT corresponds to IVT sampling, with PROD, CONT, and ENV still corresponding to product, foo contact and environmental NFCS samples, respectively. 



FSIS Directive 10,300.1 - 4

Number of units is determined by number of lines, 1 unit per line, 
up to 5 units max. However;

One unit for Salmonella IVTs consists of:
• 5 intact, product samples - 5 INTPROD forms.
• 5 food contact swab samples – 5 INTCON forms
• 8 non-food contact (environmental) samples – 8 INTENV forms.

Presenter Notes
Presentation Notes
Note that the composition of a unit for Sal IVT is different than that of an IVT for Lm. However, the number of units to collect is still determined based on the number of lines. (Again, Sal testing of RLm samples is not an option.)
IVTs for Sal are very rare. If the lethality process is the cause of a previous Sal product positive, then there’s no need to collect numerous FCSs or NFCS samples. However, we have had instances where the product was cross contaminated with Salmonella by employees from raw product ingredients, etc., after the lethality step. This is sometimes, but not always, intuitive, e.g., popped pork skins. How can deep frying of a relatively thin product at high temperatures fail as a lethality process? Lethality processes like fermentation and drying are more likely to fail than cooking. 




FSIS Directive 10,300.1 - 5

Notify the establishment 48 hours before the IVT (time to hold the product, 
but not time to change practices). Document this in a Memorandum of 
Interview (MOI) in PHIS.

At establishment;
• Conduct an entrance meeting (see IVT entrance letter).
 Inform them of the sampling and how it will be conducted.
 Must hold all sampled production lots, pending lab testing results.
 Confirm that they will be producing RTE product and won't change 

routine production practices.
• Conduct walk through.
• Prepare for sampling, e.g., stage supplies, etc.

Presenter Notes
Presentation Notes
For IVT sampling, EIAOs are to notify the establishment 48 hours advance of the sampling date or enough time to hold the product but not time to change practices. Who remembers the timeframe for advance notification of RLms? (at least 1 week). 

Again, there’s an entrance letter is in attachment 1 of the IVT Directive, 10.300.1. It has an overall description of how the sampling will be conducted. It explains that they must hold the sampled lot and that we typically define the sampled lot as everything produced from clean up to clean up, etc. Although not in the entrance letter, I recommend during the entrance meeting you emphasize that they don’t alter their routine production practices because this will likely impact them negatively, as we will see in a future slide. 


https://www.fsis.usda.gov/sites/default/files/media_file/2020-08/10300.1.pdf FSIS Directive 10300.1 Revision 1 - Intensified Verification Testing (IVT) Protocol for Sampling of Product, Food Contact Surfaces and Environmental Surfaces for Listeria Monocytogenes (Lm) or Salmonella SPP. (usda.gov)

After the entrance meeting, you should be given a walk-through of the RTE production areas. After that, you may start preparing to collect samples, e.g., stage supplies, etc.




Both RLm and IVT sampling

• RTE sampled lots are typically defined as all product produced 
from clean-up to clean-up.

• Samples must be collected during conditions that are 
representative of routine processing.

• Collect product after the establishment has applied all 
interventions intended to reduce or control pathogens of 
concern, per their HACCP program and Hazard Analysis (HA).

• If a treatment is applied only for quality purposes, e.g., to 
extend shelf life, then product samples may be collected before 
such a process has been applied. 

Presenter Notes
Presentation Notes
So, I’ve spent a lot of time talking about the differences between RLm and IVT sampling. Let’s briefly talk about some big picture items that they have in common. The things you see on this slide are true of all of our RTE sampling programs. 

How a sampled lot of a RTE product is defined doesn’t change, typically everything from clean-up to clean-up. However, we allow RTE producers to reduce the lot size in a limited way to facilitate holding the lot. This reduced lot size still must be representative of their routine processing practices. So, for example, if they’re normal production shift is 8 hours, reducing it to just a couple of hours or down to a few product packages, would not normally be considered representative of their routine processing conditions. Example in 10,240.3 says an 8 hour shift may be reduced to 4 hours. 

It’s important to collect only final RTE products after all official pathogen interventions have been applied, as documented in the establishments HACCP program and Hazard analysis. For example, some processes such as high-pressure processing may be applied for as an official intervention intended to reduce or eliminate a hazard of concern, or for quality purpose only, such as to target spoilage organisms and to extend the shelf life. You will need to need to review their hazard analysis to figure out the purpose of some processes, such as HPP. Targeting spoilage organisms would not typically be included in a HA because the intervention is not being used to control or reduce a pathogen of concern. So, in cases such as this, product samples can be collected before such a process has been applied. 





Both RLm and IVT sampling - 1

• Instructions for establishments that change practices.

• Results and enforcement actions.



Planning the  RLm and IVT



Steps to Sampling

• Plan ahead and stay organized!
• Contact the in-plant inspection team.
• Schedule the date for sampling and order supplies
• Notify plant management.
• Assemble a team.
• Conduct Entrance Meeting with the establishment.
• Take walk through, consider where and what to sample.
• Organize sampling supplies.
• Collect/ Submit samples.



Contact IPP – prescheduling planning.

Example questions for IPP/FLS;
• What is the establishment size?
• How many RTE lines do they utilize?
• What RLm or IVT eligible products are produced?
• What are their RTE production processes, e.g., is brine or a PLT 

utilized, are they freezing, drying, fermenting, etc.? 
• What are the production schedules of those products?
• How are the products packaged, e.g., size?
• Is the establishment Kosher? (DE broth is not Kosher.)
• What is the FSIS and establishment sampling history?
• What issues have they had? What concerns do you have?
• Consider FedEx. Pick up or drop off? When and where?

Presenter Notes
Presentation Notes
Depending on whether it’s an Rlm or IVT, the establishment HACCP size or the number of lines will determine the number of units. Which is which? (RLms = size. IVTs = number of RTE lines, up to max of 5 units.)
Note that the establishment size listed in PHIS could possibly be wrong. 
Use of brine requires additional sampling supplies (A stainless steel pitcher, a graduated pitcher, 90 ml DE, and brine sample container).
Use of brine, a PLT, freezing, drying, fermentation, etc., may impact when FCS/NFCS samples will be collected and when final product will be available. May collect most or all FCSs one day and final product on a subsequent day.
What are the production schedules of those products? Production schedule impacts scheduling the collection date.
Product packaging might impact the number of shipping containers needed. Will the boxes big enough for the product samples that you intend to collect? Is product shipped in bulk? Is the establishment able to slack fill?
DE broth is not Kosher.
Sampling history and other issues may dictate which lines are sampled.
What issues have they been having? Condensation issues? Positives through their own testing? Use of high-pressure hose in PLE, RTE area?
FedEx – Gather enough information to know your cutoff time.



Scheduling a Sampling Date with FSIS Labs

At least 2 weeks prior to the week of sampling, submit a proposed 
collection date by sending an email to the correct address in Outlook:

For Rlms:
 manually enter RLMSampleScheduling@usda.gov
 or search using “FSIS - RLm Sample Scheduling”

 For IVTs:
  manually enter IVTSampleScheduling@usda.gov
 or search using “FSIS - IVT Sample Scheduling” 
  

Presenter Notes
Presentation Notes
In the body of this email, you will propose the sampling date, state how many units you will be collecting and the date you would like to collect those samples. Unless you say otherwise, the labs will generally assume that they will be received at the lab on the day following the day of collection. If you will be collecting during the 2nd shift and can’t get all of the samples to FedEx by the cut off time that same day, you need to let the lab know when scheduling.

Note that scheduling a sampling date with the lab is not the same as notifying the establishment. Who remembers how much advance notification for RLm sampling (1 week)? For IVTs (48 hrs.)?




Ordering Supplies

• Ordering supplies and requesting a sampling date are done 
simultaneously.

• Attach a questionnaire to your email.

• Use prompts to ensure all necessary information is included;
• Proposed collection date and shift.
• Number of sample units required.
• Designated field laboratory.
• Establishment number. 
• Your contact information (cell).

Presenter Notes
Presentation Notes
The questionnaire has prompts to complete all of this information, so you don’t have to memorize all the information that you need to supply.



Ordering Supplies - 2

Prompts continued;
• Physical location to send supplies;

• Can be office, home, or the establishment
• Supplies must be checked on day of receipt.
• Refrigerate pre-moistened swabs and/or broth upon delivery for long 

term storage. 
• Can be held at room temperatures for short term
• Must ensure no temperature abuse.

• Requests for special supplies;
• Consider product package size ahead of scheduling. Are more or larger 

shipping containers needed?
• Is a kosher broth needed?
• Are brine sampling supplies needed?

Presenter Notes
Presentation Notes
-Supplies might be delivered to your home, your office or the establishment being sampled, which ever you requested using the questionnaire. But the supplies must be checked upon receipt to ensure you have everything. If sent to the establishment, someone else may have to do it for you.) That should allow plenty of time to request and receive more.

It might not be a good idea to have supplies for an IVT sent to the establishment as that will let them know you’re coming well in advance of the required notification window. (next slide). We've also had instances where sampling supplies could not be found but FedEx tracking showed they had been delivered! 

REFRIGERATE the premoistened swabs and/or DE broth upon receipt. Don’t freeze them or temperature abuse them, for example by throwing them in the trunk of your car. Use them by the end of the shelf life. The color of the broth will begin to change when it starts to go bad.



Receiving the Supplies

• Supplies are typically mailed within a few days of the 
lab’s emailed confirmation of a sampling date.

• If supplies are not received, inquire by resubmitting 
the lab confirmation response and a copy of the 
questionnaire back to the appropriate mailbox.

• If you receive the supplies, but did not receive 
everything you need, reply to the lab’s confirmation 
response ASAP to tell them what you’re missing.

Presenter Notes
Presentation Notes
Don’t wait until you arrive or the day before sampling to discover that you have insufficient supplies because at that point it’s too late to send you additional supplies and sample as scheduled. If this happens, you’ll have to re-schedule and time spent travelling may have been wasted. 

 If not, double check email address and resubmit original submission with RLm/IVT scheduling questionnaire attachment



Notifying Plant Management

• For IVTs
• provide 48 hours advance notice or enough time to 

hold product, but not enough time to change 
practices.

• For RLms
• provide one-week advance notice.

Presenter Notes
Presentation Notes
Again, a key difference between RLms and IVTs. This is the advance notification for the establishment, not for FSIS personnel or the laboratories, etc.

May alter practices, do extra in-depth cleaning, perform a dog and pony show. The more advance warning, the less likely you’ll find positives. In some circumstances, e.g. for cause IVT, with DM approval it’s acceptable to give less than 48 hrs advance notice. 







Assembling the Team

• Identify team members. May include FLS or FSIS in-plant 
personnel.

• Assign roles to team members.

• Possible team member roles;
• Team Leader/ Sample Collector (EIAO).
• Sample Collector Assistant (CSI, PHV, IIC, FLS, etc.).
• Forms Assistant – complete and double check forms, pack, 

and prepare samples for shipment.

Presenter Notes
Presentation Notes
Define roles:

Who will collect samples?

Who will complete the documentation? 

Recommend that a 2nd person double check forms and documentation- signatures are required!

Who is responsible for packing and getting them to the FedEx pick up location?




Entrance Meeting at the Establishment

Review the “Entrance Letter to Establishment Management” with plant 
personnel;
• RTE product, food contact, and environmental samples will be 

collected.
• Production lot(s) must be held. 
• Equipment does not need to be rinsed after each sample is taken 

because Dey Engley (DE) broth is considered GRAS.
• Most negative results are published within 3 days.
• A RTE product lot is usually defined as all product produced from 

clean-up to clean-up. 

Presenter Notes
Presentation Notes
A copy of the entrance letter can be found in the IVT Directive, 10,300 but can be used for RLms too.

From the letter, If a product or product contact surface sample confirms positive for Lm, FSIS may determine that more products or fewer products constitute the sampled lot than the establishment has considered in its lot definition. This determination would be made based on a review of the rationale for how the establishment defined the production lot. In making this determination, FSIS will consider such factors as: - The establishment’s use of the same RTE source material over multiple lots; --The establishment’s sanitation practices, including the potential for cross contamination between processing lines; and --Whether the establishment performed a complete cleaning and sanitizing between lots produced on the same day, following its Sanitation SOP. 

See Directive 10,240.3 FSIS Directive 10240.3 - FSIS Ready-To-Eat Sampling Programs (usda.gov)  and this knowledge article askFSIS Public Q&A: Identifying and Supporting the Lot Definition for Ready-to-Eat (RTE) Product (usda.gov) for more information on the sampled lot vs. an implicated lot.)

Generally, sampled lots must be microbiologically distinct and a positive sample on one line should not implicate another line (that wasn’t held). The sampled lot typically equals everything produced from clean-up to clean-up. If we obtain a Lm positive, our first assumption is that it occurred through cross contamination during this timeframe. (Implicated lots are determined by root cause findings and may be defined through investigations by FSIS, other public health agencies, the establishment, or foodborne illness findings.) 

The most common question we get is for multicomponent RTE products which contain both FSIS amenable ingredients and non-FSIS products, e.g., a TV dinner with meat, potatoes and vegetables or a leafy green salad with a meat ingredient. Do they need to hold the lots of the non-meat ingredients? No. 

Another common question is for establishments that cook the RTE ingredient one day (e.g., meat) and then assemble and package the final multicomponent product on subsequent days. What needs to be held? Everything assembled and packaged from clean-up to clean-up.

Establishments often try to use these concerns to justify us giving them more advanced notice for sampling. However, an establishment must support the safety of all ingredients at receipt and through out the process, e.g., the establishment should be able to support the safety of all ingredients before assembly. Our sampling generally represents what happens from clean-up to clean-up. The establishment must also complete pre-shipment review before releasing the product. When an establishment expresses concern about ingredients, it implies that they may lack of confidence in their support for the safety of those ingredients and in their pre-shipment review.





Entrance Meeting at the Establishment - 2

• Reconfirm that the establishment will be producing post-lethality 
exposed, RTE product on the day that the IVT or RLm sampling has 
been scheduled.

• Ask the establishment if there have been any changes to its 
documented production, sanitation, or food safety practices.

• Ask where records are held (e.g., HACCP and sampling records).

Presenter Notes
Presentation Notes
You’ll want to ensure that they don’t change their routine production practices on the day you collect samples.




At the Establishment

• Take a “walk through” with plant management to familiarize and 
help develop a sampling plan.

• Be knowledgeable of the establishment’s GMPs and operational 
SSOPs so you don’t break their rules.

• Review the establishment’s Listeria sampling program and previous 
results.

• What sites have previously tested positive?
• Are samples being collected as required?
• Are all possible FCS sampling sites represented?
• Are samples and supplies being handled, stored, and 

shipped appropriately?

Presenter Notes
Presentation Notes
You could ask for the records of these results during your entrance meeting. This is just for the sampling portion. For the FSA, you will ask for and review all food safety records.

As Michael indicatd, you can do ether of these steps first.




Establishment Walk Through

• Identify RTE areas and determine which products are processed in 
each area;
• Processing
• Cooking
• Packaging
• Coolers and/ or freezers
• Related RTE storage areas

• packaging supply storage
• Ingredient storage
• finished product storage coolers or freezers

• Scope out possible Listeria harborage areas, e.g., hard to clean 
areas with a source of moisture.

Presenter Notes
Presentation Notes
For harborage, look for areas that are difficult to clean and sanitize effectively, e.g., undersides of surfaces, behind shields, in cracks, crevices, abrasions, equipment such as slicers and spiral freezers, areas where condensation collects- coolers/freezers. Samples may be collected anywhere RTE products, their supplies, or ingredients, are processed, held, or stored. 



Determine Where You Might Sample

• Identify possible sampling sites.
• Think through a general sampling plan, i.e., where and when.
• Allow for flexibility.
• Final sample site selection should be based on your knowledge, 

experience, and  your observations.
• Areas that are difficult to clean and sanitize, e.g., behind 

shields, cracks, crevices, floor-wall junctions, drains, etc.
• Surfaces with a lot of employee contact.
• Employee behavior at time of sampling.
• Movement of people, equipment, and supplies at time of 

sampling.
• Moisture, condensation, drips, etc., at time of sampling.

Presenter Notes
Presentation Notes
While it’s important to tour the production facility prior to actually performing the sampling and get an idea of your possible sampling sites, you also want to be able to collect some samples based on your observations at the time of sampling. Ultimately, sampling is just a snap-shot in time so what happens immediately preceding sampling may be most important.

Don’t predetermine your sampling sites during your walk through. Get some good ideas. Use your powers of observation and what’s going on at the time you sample. 

Carefully, observe the flow of employees, ingredients and supplies. Look for possible vulnerabilities for cross contamination or harborage. 

Are the employees consistently following GMPs, changing gloves, etc. 



Pre-Sampling Preparation

• Final double check to ensure that you have everything needed for 
sampling.

• Begin “staging” sampling supplies and templates. 
• Organize using your sampling template sheets.
• Determine how you will store the samples before shipping, i.e., 

secure and refrigerated.
• Double check Fed-ex logistics.  
• Discuss team members roles/responsibilities.
• Possibly practice aseptic technique and swabbing with your team.

Presenter Notes
Presentation Notes
Final double check of supplies. Again, this should be checked upon receipt because on the day of sampling, you won’t be able to get more quickly. However, as stated before, you typically get extras of all of the supplies, so you might be able to stretch what you to get all of your samples collected. 



Sampling Template Example

Presenter Notes
Presentation Notes
We provide you with an examples, but you and/or your District are free to design your own. These are not official FSIS forms but they are official FSIS records. Ultimately, each DO must have a way to have adequate documentation of the samples collected including a good sample site description. 

I recommend that you include a brief justification  or reason why you collected a sample. Definitely include why it is a FCS vs. a non-FCS, e.g. “I observed the employees apron coming in contact with the product” would be important to document if the establishment doesn’t consider it to be a routine FCS. 



RLm Sampling Est. 0000 / ABC Food Corp
RLMCONT Line 1 / Packing

 
# 

Date Time / Shift Room / Line Laboratory Form # Sampling Site Description Type of Sample Sample Seal #

1 03/13/07 Pre-op Packing / 1 11000243 Splitter blade CONT 632831

2 Pre-op Cooler / 1 11000244 Probe thermometer # 1 CONT 632832

3 0900 hr Packing / 1 11000245 Pack room cutting table CONT 632833

4 0900 hr Packing / 1 11000246 Bagger flaps CONT 632834

5 0900 hr Packing / 1 11000247 Splitter table CONT 632835

6 1145 hr Cooler / 1 11000248 Probe thermometer # 4 CONT 632836

Presenter Notes
Presentation Notes
 




RLm Sampling Est. 0000 / ABC Food Corp RLMENVC Line 1 / Packing

# 
Date Time / 

Shift
Room / Line Laboratory Form # Sampling Site Description Type of Sample Bar code label #

21 03/13/07 Pre-op Packing / 1 11000263 Packing room drain scraper RLmENVC 632891

22 0900 hr Packing / 1 11000264 Packing room wash hose RLmENVC 632892

23 0900 hr Packing / 1 11000265 Packing room electric switch RLmENVC 632893

24 1150 hr Packing / 1 11000266 Packing room refriger. unit RLmENVC 632894

25 1330 hr Packing / 1 11000267 Packing room door RLmENVC 632895

RLm Sampling Est. 0000 / ABC Food Corp RLMPROD Line 2 / Slicing

# 
Date Time / Shift Room / Line Laboratory Form # Sampling Site Description Lot Number Bar code label #

35 03/13/07 1130 / 1st Slicing / 2 11000275 Sliced Roast Beef 4384 632903

36 03/13/07 1145 / 1st Slicing / 2 11000276 Sliced Roast Beef 4384 632904

Presenter Notes
Presentation Notes
What’s missing? A place for your justification.




Sample Collection



Changing Practices During RLm or IVT sampling

Changing practices = implementing changes that are not consistent 
with their documented food safety system;
• Drastically reducing the typical production time and/or the lot size.
• Temporarily increasing the use of sanitizer.
• Selectively not producing higher risk product (e.g., PLE, RTE line with 

history of previous Listeria positives).
• Not using a line or specific equipment that previously has tested 

positive (e.g., equipment associated with positive product or FCSs).

Changing practices interferes with FSIS’s assessment of the adequacy of 
their process and food safety system.

Presenter Notes
Presentation Notes
So, let’s talk about changing practices. Here you see examples of changing practices, changes that are not representative of routine processing conditions and are not consistent with their food safety system. Previously, I talked about reducing the size of the lot. 

Temporarily increasing the use of sanitizer is another example of changing practices. During an IVT, we once had an establishment intermittently go around spritzing surfaces with sanitizer. They said that this is their normal process. But it wasn’t in their SSOP, their HACCP plan, or their HA. Since this was inconsistent with their food safety system, this prevented FSIS collecting samples that were representative of their routine processing conditions. 

Selectively not producing a higher risk product and not using problematic equipment can also be considered changing practices. Early on in both the IVT and RLm sampling programs we all kinds of drama around these things. They wouldn’t be using equipment that had previously tested positive, so we would sample that equipment anyway. In one instance, doing this helped solve an outbreak investigation because that equipment tested positive, and the Lm isolates were closely related to the case patient isolates. 

We’ve also had establishments go so far as to move specific pieces of equipment offsite so we couldn’t sample it while we were there. Recently, FSIS suspended a DJE due to issues with Lm. We subsequently found out that they shipped their equipment across the country to a copacker.  Then through Rlm sampling done at the copacker in a completely different DO, we found a positive Lm sample that was closely related to the positives we had previously found in the suspended DJE establishment. This type of thing goes on all the time. We have greater awareness of it now, usually well after the fact, due to the power of WGS. But obviously, it would be better to know before we just happen to find another positive in another establishment. IPP may be able to give you insights to this type of activity, moving equipment. If you become aware of something like this, make sure your DO is aware and feel free to submit it through askFSIS. DO to DO communication is not always the best.

Again, sampling is just one of numerous verification activities that FSIS uses to help assess the effectiveness of an establishment’s process and food safety system. 



Changing Practices During RLm or IVT sampling - 2

If the establishment changes practices and cannot provide a 
supportable rationale;
• Contact your District Office (DO).
• Do not collect samples if they are not representative of routine 

processing conditions or practices.
• May recommend that IPP issue a noncompliance report (NR);

• 416.14 – changes were not incorporated into their SSOP.
• 417.2(a) - the establishment did not consider or document the 

changes in its hazard analysis (HA).
• 417.5(a)(1) - the establishment did not incorporate the supporting 

documentation from 417.2(a) in its HA. 

Presenter Notes
Presentation Notes
When establishments change practices and can’t provide a supportable rationale for doing so, EIAOs should contact their DO, but not collect samples. In this case, an EIAO may also recommend that IPP write NRs and you a few possible the examples on this slide. Making changes in sanitation practices which have NOT been incorporated into their Sanitation SOP, for example temporarily increasing the use of a sanitizer during FSIS sampling, is an example of a noncompliance with 9 CFR 416.14. In cases like this, there will often be noncompliances with both 416, sanitation, and 417, HACCP. When recommending the issuance of an NR, the EIAO is to follow the instructions in the FSA directive, Directive 5100.1. 

If the establishment can support that the production, sanitation, or food-safety practices were implemented as part of reasonable program modifications that the establishment intends to make permanent, then the EIAO may assess the program changes as part of the RLm or IVT and corresponding FSA, if possible. Or EIAOs may reschedule the sampling.

If an establishment can provide a supportable rationale for not producing the product, such intermittent production to fulfill customer orders, an EIAO may collect a similar product, or may decide to reschedule the sampling. 



Changing Practices During RLm or IVT sampling - 3

If an EIAO is prevented from collecting samples (no supportable rationale):
• In the case of an RLm, the DO may schedule an IVT with a “for cause” 

FSA - less advance notification. 
• In the case of an IVT, if the EIAO cannot collect samples in order to 

determine that the product is not adulterated, the DO may instruct 
IPP to reject equipment in accordance with Rules of Practice - 9 CFR 
500.2(a)(3). 

• The DO may issue a NOIE or NOS when insanitary conditions are 
found or where the food safety system is inadequate, in accordance 
with 9 CFR 500.4(a) or (b) or 9 CFR 500.3(a)(4).

• OFO has final say in all regulatory enforcement decisions.

Presenter Notes
Presentation Notes
What you see on this slide are just possibilities, per OPPD guidance, when an EIAO is prevented from collecting samples (see slide) . OFO has final say in all regulatory enforcement decisions. The rules of practice under 9 CFR 500 are typically only implemented by a DO in extreme cases when there is a significant history of ongoing issues. 



Changing Practices During RLm or IVT sampling - 4

If a risky line is not operating - samples can potentially be collected with 
a justifiable reason for doing so, e.g., a risky or previously positive line is 
shut down because FSIS is going to sample it. 

1. Determine if the establishment cleaned and sanitized the line.
2. Document that the line is not in operation.
3. Collect FCS and NFCS samples associated with the line.
4. Ensure that the receiving lab knows that no product will be 

samples submitted with the unit of samples prior to receipt.

Presenter Notes
Presentation Notes
As I said previously, establishments have occasionally shut down their riskiest or most problematic lines when they know we are coming to samples. So, it’s very important to know each plants history. Have they had positives in the past? What lines and products were involved? With a justifiable reason for doing so, EIAOs may still collect FCS and NFCS samples from a line not in operation. However, EIAOs must inform the lab that the lab will not be receiving any product samples associated that unit in advance of when the lab will  be receiving those samples. 




Collecting Samples

• Some samples may be collected at pre-op., but most should be 
collected during production, during breaks if possible.

• Establishment must be producing FSIS amenable product. Must 
be post-lethality exposed for RLm sampling.

• With justification, you may sample a line that is not currently being 
used.
• Notate this on sampling sheets.
• Inform the lab before samples arrive that no product samples 

will be submitted with the unit.

Presenter Notes
Presentation Notes
It may take Lm 3 hrs or more to work its way out of the nooks and crannies of equipment. Ideally, most samples should be collected at least 3 hours into operations if possible. The goal is to find Lm if it is present. So, I personally would not waste any samples on pre-op except in very rare circumstances, for example if you only have access during pre-op because something is disassembled. Remember that most Lm positive are caused by employee mistakes during production, not insufficient sanitation of FCSs prior to production.

You should have a good reason for collecting from a line that is not currently being used, for example a positive Listeria sampling history on that line of equipment, etc. or for a particular product.




Collecting Samples - 2

• Each unit of samples should all be associated with a single line, a 
single lot, and a single production Alternative.

• Can collect samples anywhere FSIS, RTE products or equipment are 
processed or held (coolers, hallways, production rooms).

• If the number of FCSs is very limited, then sample those same sites 
at different times throughout the day of production.
• Each sample is just a snapshot in time.
• The timing of your sample collection may be important.

Presenter Notes
Presentation Notes
A unit must be collected from the same lot, same Alt, same line.

Can collect samples anywhere FSIS, RTE products or equipment are processed or held. For example, if the only exit of the smokehouse is in the raw area, then you could possibly sample in the raw area that leads from the smokehouse to the RTE area. 



Collect the Samples - 3

• Generally, collect samples closest to the product first and move out.

• Generally, collect NFCS samples from areas closest to processing 
lines, but you can possibly sample in other areas (drains, coolers, 
freezers, storage).

• Can sample hands, gloves, aprons, etc.
• May be FCS or NFCS, depending your observations.

 
• Briefly notate and justify sampling locations for future reference.

Presenter Notes
Presentation Notes
Sites closest to the product are the most likely to be a source of product contamination. But NFCS samples can be collected from coolers, freezers, spice or packaging storage areas, etc. They do not necessarily need to be close to the line.

Some environmental sites such as drains are not clearly associated with a line. 




Brine Samples

• Collect one brine sample per unit or line (depending on number of 
brine chillers in use).

• If the casing is permeable or semi-permeable then the brine is 
considered a food contact surface (FCS) sample.

• If the casing is impermeable then the brine is considered a non-
food-contact surface sample (NFCS).

Presenter Notes
Presentation Notes
If they have multiple brine chillers and few FCSs, you could possibly collect an additional brine sample. Brine doesn’t test positive very often. What we’ve seen more often is them reusing their brine day after day and their reconditioning and or storage of that brine for reuse may be sketchy and/or they lack sufficient support for this process.




Sampling Sites



Lm Sampling: Food Contact Surface (FCS)

• FCS: An area in the post-lethality processing environment that comes in 
direct contact with post-lethality exposed RTE product. 

FCSs

• Tables
• Conveyor Belts
• Cutting Boards
• Blades of slicers, 

shredders, dicers, 
saws.

• Chutes and hoppers. 

FCSs: Cooking and 
Cooling

• Racks
• Pans
• Tubs
• Brine for chilling

FCSs: Employees

• Utensils: knives, 
tongs, thermometers

• Aprons (touches 
product)

• Gloves/hands 
(touches product)

FCSs: Packaging

• Low priority
• Storage and handling 

of packaging material
• Film wrap
• Bags
• Soaker pads

Presenter Notes
Presentation Notes
A FCS is defined as an area in the post-lethality processing environment that comes in direct contact with post-lethality exposed RTE product. Click, click

Examples of FCS include;
 tables, conveyor belts, cutting boards, the blades of slicers, shredders, dicers and saws as well as the chutes and hoppers for these pieces of equipment. Click. Click.
Racks and pans that are used to cook RTE product may be lower risk FCSs. But it really depends on how they are handled, post-lethality after cooling. Brine or chill water may be a FCS or NFCS. FSIS typically uses brine generically as jargon to include any chilling water, whether or not it has salt added. 
Various utensils that employees use are typically FCS. Employees gloves and aprons might be FCSs if they come into direct contact with PLE, RTE product.
Packaging is typically a low priority for Lm sampling, as long as it’s stored and handled properly after receipt. 




Lm Sampling: Food Contact Surface (FCS) - 2

• Some pieces of equipment have both FCSs and NFCSs

• Notate exactly where each sample was collected

Activity

Question: Which part is an FCS area?
Answer: Employee hands, the blade, hopper, etc.
Question: Which part is a NFCS?

Answer: The slicer handle.

• Take good sampling notes

Presenter Notes
Presentation Notes

Some pieces of equipment have both FCS and NFC surfaces. So while you are sampling it’s important to take good notes on where exactly each sample was collected. Click. 
For example, just writing “slicer” will be insufficient because a slicer has numerous FCS and NFCS. Click.
 So let’s do a quick excursive to illustrate. Click.
An employee uses his gloved hands to place product on a slicer, he then grabs the handle of the slicer and starts to slice product. Click
Which part is a FCS? Click Employee hands. Also, other surfaces that come into direct contact with the product, including the slicer blade, product hopper, etc. 
Which parts is a NFCS? Click The slicer handle and all of the other parts of the slicer that did not come into direct contact with the product. I’m using this example because many people get these things confused. E.g. an employee handles product and then touches a slicer handle or a control panel. These parts are NFCS because they did not come into direct contact with the product. Some people might refer to the handle of a slicer or a control panel as “indirect food contacts”. I never use this term indirect food contact surfaces because I think it is potentially confusing. But you will see “indirect food contact surface” used in the 2104 Lm compliance guide and other places. 



Environmental, Non-Food Contact Surface (NFCS) Sampling

• NFCS: A surface that has no direct contact with exposed product.

• EIAOs may collect NFCS samples from any area where FSIS RTE product is 
processed, held, or stored.

• This includes other areas associated with post-lethality exposed, RTE 
processing, such as storage areas for spices, packaging, ingredients, etc.

Presenter Notes
Presentation Notes
A NFCS is a surface that has no direct contact with exposed product.

NFCS samples may be collected from any area where FSIS RTE product is processed, held, or stored, such as coolers, freezers, loading docks, and trucks.
This includes other areas associated with post-lethality exposed, RTE processing, such as storage areas for spices, packaging, ingredients, etc.





Environmental, Non-Food Contact Surface (NFCS) Sampling -2

NFCSs

• Drains, floors, floor mats, boots, etc. 
• Wheels of equipment, e.g., carts and pallet Jacks
• High contact areas, door jambs, knobs, etc.
• Anything associated with moisture or condensation: 

overhead surfaces, squeegees, drip pans, etc.

Collect near FCSs

• Handles, switches, and control panels
• Bottom and side edges of chairs or tables used by 

employees
• Equipment that overhangs product
• Sides or undersides of conveyers
• Oven smokehouse exit areas.

Presenter Notes
Presentation Notes

Some NFCs are listed here. NFCSs like drains, floor mats, boots, routinely test positive for Lm. Drains and floor are often long-term harborage sites, i.e., they epitomize moist surfaces that are difficult to clean and sanitize effectively. So, it makes sense that anything that comes in contact with these would also tend to test positive for Lm. In theory, anything that’s brought in to the PLE, RTE area should be completely cleaned and sanitized. But things such as carts and pallet jacks often are not. 
High contact areas, such as the door jambs, especially those leading to freezers and coolers, are also generally good sampling areas. They’re difficult to clean/sanitize effectively an have a source of moisture (condensation).
Condensation forms where warm and cold air meet. Spiral freezers are notorious for Lm harborage because tend to have or develop a number of pin holes that allow exchange of cold and warm air. Spiral freezers also contain large amounts of insulation, which retains the condensation. Lm can also be introduced inside the spiral freezers through the pinholes, for example by overspray during cleaning and sanitizing nearby areas.

The general guidance is to start sampling closest to the FCS and move outward. The concept is that Lm is more likely to be cross contaminated to product and FCS from nearby NFCS surfaces. There was an establishment with a history of positives, but the source couldn’t be found. There were very few FCSs to test. The equipment was causing a lot of vibrations that caused the table to gradually move away from the employee. So, the employee would intermittently reach under the worktable to pull it closer to him. Based on this observation, the underside of the table was swabbed, and it tested positive for Lm. It wasn’t being cleaned and sanitized effectively. This illustrates why you must always be very observant while sampling. Some of the best sample site selections are made based on observations at the time of sampling. 
Collect from equipment that overhangs product, for example metal detectors, electric motors, belts and pulleys
Pay attention to how they clean conveyor belts. Sometimes you will see them string it across the floor, sometimes over floor drains, and then spray it with a high-pressure hose. Anyone know why is this a problem? Observing pre-op might be a good idea. 
Finally, here are some very important things that you should keep in mind about smokehouses- the ideal situation is to have a pass-through smokehouse where raw product enters through one side and RTE product exits out the other side. However, this is often not the case. I’ve seen many sanitation and Listeria related problems in the entrance/exit area of non pass through smokehouses. 

For example. an establishment is processing raw ingredients to make some type of RTE products such as sausage or hams which they subsequently place into a smokehouse for cooking. The establishment perceives this to be a raw processing area and it is while they are processing the raw ingredients. However, as soon as these products are removed from the smokehouse, they are considered RTE and the area surrounding the exit is now a PLE, RTE area. 

This is an excellent area for sampling of NFCS because the sanitation is typically very poor in this area relative to PLE, RTE product. This fits into the category of an area where RTE product is processed, held or stored, that I mentioned on the previous slide, even if they immediately move the product to a different RTE processing area in a different room. 

While processing the raw ingredients, they may have had backed up drains, standing water, etc., in this area and then they probably used a high-pressure hose for cleaning and sanitation after the products were put in the smokehouse. If things like this is true, then Listeria may have been spread throughout this area. However, no one can see Listeria. Everything might look clean, but Listeria might be present on any surface in this area. There are typically an over abundance of good NFCS sampling sites in this area because he potential for cross contamination of product and or food contact surfaces is very, very high in areas like this. Products such as sausages and hams typically require a lot of employee handling. There typically a lot of high contact surfaces in this area, e.g., the handle to the entrance, the door jam, etc., of the smokehouse. The area near the entrance/exit of a smokehouse is also a great area to sample drains, the floor, etc. 



NFCS Sampling Sites

Presenter Notes
Presentation Notes
Other good NFCS to sample include:
Wheels on carts. Wheels are in constant contact with the floor, can get moved all over, especially through water, and sometimes brought in from areas outside the RTE area
The cut in the hose and the crack at the wall junction are good hideouts for Lm and other bacteria. Hoses and spray tips should all be included as part of the Sanitation SOP
In this picture, there is water draining directly on the floor. The sink should be piped to a drain, and not allowed to run onto the floor then into the drain
In some cases, you can lift the drain cover to swab underneath and inside the drain. (Keep one hand aseptic or have a partner lift it off for you.). The floor/wall junction in this picture is not a good seal and is again, a great place for Lm to hide. 
This entranceway goes right over the drain. You can see the rust stains which indicate flowing water.
How effective could cleaning be for a fabric pull tie. Surfaces should be smooth and easily cleanable.
The key takeaway here is that: Anything that’s brought into the post-lethality RTE environment should be thoroughly cleaned and sanitized. 




Past Outbreak Related Positive RTE FCSs

SAMPLE RATIONALE
Tray for deboned ribs Extensive hand contact

Surface of portion scale Extensive hand contact
Belt entering beef slicer 

(post op)
Index Sample

Top belt entering slicer 
(post op)

Index Sample

Slicer blades (post op) Index Sample
Weighing bowl for sliced 

beef
Index Sample

Presenter Notes
Presentation Notes
Some big picture principals from past outbreak related FCS positives;
You’ll want to take a close look at and perhaps sample things that have extensive hand contact, especially if they are a PLE, FCS.
Slicers are absolutely notorious for harboring Lm. They have a lot of deep nooks and crannies that make them very difficult to clean and sanitize effectively. y. They are often difficult to disassemble or cannot be disassembled completely.
Conveyor belts are often difficult to clean and sanitize effectively. 




Past Outbreak Related Positive NFCSs

SAMPLE RATIONALE
Wet spots at floor/wall junction Possible harborage

Underside of rib deboning table Sanitation overlooked

Condensation Possible harborage
Freezer door jamb Common contact point
Electrical Switches Common contact point

Drains Possible harborage
Table that trays pass over Sanitation overlooked

Door jamb gap between door and wall Possible harborage

Presenter Notes
Presentation Notes
Here are several NFCSs positives related to RTE past outbreaks.
There is often a crack or seam at floor/ wall junctions that can harbor Lm long term. (Almost impossible to clean and sanitize effectively.)
The undersides of tables are often overlooked during cleaning and sanitation.
Condensation is always a big risk for cross contamination of Lm. Overhead surfaces are not typically cleaned and sanitized. Formation of condensation on these surfaces gives Lm a chance to grow and multiply. It also serves as a vehicle for cross contamination. 
Freezer and cooler door jams, handles, etc., come up positive routinely. These surfaces get a lot of contact and are sometime moist with condensation.
Drains and floors are notorious for long term harborage of Lm. Impossible to clean and sanitize effectively. Drains often flow through the RTE area from other parts of the establishment, such as raw slaughter or further processing.
Generally, look for moisture, common contact points and any areas that would be difficult to clean and sanitize effectively, especially if they have a source of moisture at some frequency.





IVT Product Results (2005-2014)

• Products with the most 
positive results:

• FC Multicomponent 
Products

• Salads, Spreads, Pâtés

FC Multicomponent
37%

FC Salads, Spreads, Pates
16%

Other Products
12%

FC Diced, Shredded 
Products

11%

FC Sausage Products
8%

FC Hotdog Products
6%

FC Patties, Nuggets
5%

FC Deli-Sliced Products
3%

Fermented Products
2%

Product Sampling Results

FC = fully cooked
Other = individually have not come up positive 
often or are not sampled often

Presenter Notes
Presentation Notes
I apologize that some of this data is so old. But it’s extremely time consuming and difficult to have them updated. Take these results with a grain of salt. They are not intended to illustrate what would be the highest risk products or what should be a priority for your sampling. This is simply a summary of past IVT RTE sampling results.
In this time range, fully cooked multiple component products came up positive the highest percentage of the time. 
The 2nd highest positive rate was for salads, spreads, pates. 
“Other products” are just an odd ball collection of one offs.
Next is diced and shredded products. RTE processing steps such as dicing, shredding and slicing are all high risk because of the difficulty involved in cleaning and sanitizing these types of equipment effectively. 
In the past, hot dog peelers repeatedly tested positive. But we’ve spent many years highly focused on hotdog and deli products, the products that were attributed to many of the outbreaks we had through the 90s. So hotdogs and deli products are no longer test positive the most frequently. 




IVT FCS Results (2005-2014)

• FCSs with the most positive 
results:

• Conveyors/Conveyor 
Belts

• Blades, Knives

Other FCSs
23%

Conveyors/Conveyor 
Belts
16%

Blades, Knives
12%

Trays, Pans
11%

Slicers
8%

Tables
7%

Gloves
7%

Racks
4%

Cutting Boards
4%

Mixers
4%

Chutes
2%

Scales
2%

FCS Sampling Results

Presenter Notes
Presentation Notes
Other = A collection of all the other sites that individually have not come up positive very often or are not sampled very often. So, one way to read this is to start reading clockwise from conveyors/belts and “other FCS” is a collection of individual positive FCS positives with a lower present positive than scales.  
As I said previously, conveyor belts are typically difficult to clean and sanitize effectively and are prolific in FSIS establishments. However, many of the FCS sampling locations that you see here are just very, very common FCS. So please consider that if a FCS is very, very common then it’s likely to be tested frequently and the more a FCS is tested, the more opportunity for it to test positive. So, it’s possible that the reason some of these have a higher rate of positives might be simply because they very commonly occur. Again, these results are not intended to illustrate risk or your priority for sampling. This is simply a compilation of past positive results. 
Do you think any of these are long term harborage sites? No. Likely cross contaminated from other surfaces, such as environmental NFCS. For example, employees sometimes forget to change their gloves as often as is necessary to maintain them in a sanitary condition. However, I’m going to also point out once again that slicers are absolutely, notorious for harboring Listeria long term. They are very difficult to clean and sanitize effectively because they have a lot of small internal parts and spaces and can’t be completely disassembled. Also, slicers typically get contaminated by slicing contaminated product. 




IVT NFCS Results (2005-2014)

• NFCSs with the most 
positive results:

• Drains
• Wheels
• Floors

Drains
27%

Other NFCSs
20%

Wheels
14%

Floors
12%

Doors
7%

Tables
4%

Walls
3%

Pallets/Pallet Jacks
3%

Floor Mats
3%

Boots/Shoes
2% Slicers

2%

Squeegees
2%

Conveyors
1%

Environmental Sampling Results

Presenter Notes
Presentation Notes
Drains and floors are typically long-term harborages sites. So, things such as backed up drains and standing water is high risk for Listeria cross contamination and things that come in contact with floors often test positive. 

I once got a question from an EIAO in askFSIS about an establishment that was having some very significant issues with Lm. They were suspended and performing corrective actions. As he was talking about the corrective actions and work that they had done, he started talking about this establishment moving and storing equipment to a sister establishment next door. So on a hunch, I looked into that other establishment. Turns out, it was previously an independent different establishment that had subsequently closed. Before closing they were having issues with Listeria. Then at some point, this other establishment had purchased it. The Lm isolates from the sister establishment that we had obtained years ago were closely related to the Lm isolates that we had recently found in the currently suspended establishment. This strain of Listeria had harbored in this old establishment for many years and was likely the source of this recently suspended establishment’s Lm because they had been storing equipment, etc., in this other location and transferring things between the two locations. We’ve seen numerous instances where Lm has been cross contaminated by moving equipment and supplies between locations. The purchase of used RTE equipment is also risky. For example, once contaminated with Lm it’s nearly impossible to eradicate Lm from equipment such as spiral freezers and slicers, so these often end up for sale on the used equipment market. 



RLm Product Results (2006-2014)

• Products with the most 
positive results:

• FC Multicomponent 
Products

• Other FC Products
• Fermented Products

FC Multicomponent 
Products

22%

Other FC Products
13%

Fermented Products
14%

FC Sausage Products
11%

FC Hotdog Products
8%

FC Diced, Shredded 
Products

8%

FC Sausage
8%

FC Deli-Sliced Products
8%

FC Salads, Spreads, Pates
5% FC Patties, Nuggets

3%

Product Sampling Results

Presenter Notes
Presentation Notes
Now let’s take a look at a compilation of past RLm results.
Now if you’ve been paying attention, you will have noticed that multicomponent products and other products were high in the list of IVT product results too. I think this may be just because there are a great diversity of these products out there. Of course, “other” is just a collection of products with a low percentage of positives.
However, fermented products, which is 3rd here didn’t even make the IVT product list. The trend we’ve seen recently is that the product name or type isn’t nearly as good of an indicator as it used to be. Our Lm positives are now more uniformly distributed among all product names and types. What we’ve been seeing recently is the Lm production Alternative is the best predictor, with Alt 3 being the most risky. We’ll talk more about the Lm production Alternatives in a future presentation.

In your notebook, there are more granular results, such as number of positives for each sample type. It would be in the document titled “Lm 2006-2008 and 2010-2013 Contact Surface and Environmental Sources 9-24-2013”.




RLm FCS Results (2006-2014)

• FCSs with the most positive 
results:

• Tables
• Blades, Knives

Other FCSs
19%

Tables
17%

Blades, Knives
13%

Slicers
12%

Conveyors/Conveyor 
Belts
10%

Gloves
7%

Scales
7%

Trays, Pans
6%

Chutes
4%

Scoops
2% Mixers

2%

Cutting Boards
1%

FCS Sampling Results

Presenter Notes
Presentation Notes
Once again, “other” is a collection of individual FCS with a very low positive rate individually that have been lumped together. You’ve probably noticed that many FCS listed here were also on the IVT list of FCS. 



RLm NFCS Results (2006-July 2009)

• NFCS locations with the 
most positive results:

• Drains
• Wheels
• floors

Drains
30%

Other NFCSs
21%

Wheels
15%

Floors
13%

Squeegees
6%

Floor Mats
6%

Boots, Shoes
3%

Walls
2%

Slicers
2%

Pallets/Pallet Jacks
2%

RLm NFCS Sampling Results

Presenter Notes
Presentation Notes
Once again, the majority of environmental NFCS positive sampling locations you that see here were also high on the list of the IVT NFCS sampling results. Do you see any trends? Since drains and floors are common long term harborage locations, then it makes sense that any things that comes into contact with these would also test positive at a high frequency.



Common Issues with EIAO Testing



EIAO Sampling, Shipping, or Packaging Issues.

• Not check sampling supplies upon receipt, only to realize 
they’re short of supplies when they arrive at the 
establishment. 

• Improper use of gel packs. Frozen gel packs should be 
removed from the freezer and placed into shipping containers 
on the day of shipment. 

• Breaking establishment procedures due to not reviewing the 
establishment’s operational SSOPs, GMPs, etc., before 
sampling. 
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Presenter Notes
Presentation Notes
Yes, you can have sampling supplies sent to various places. But regardless of where they are sent, someone must check to ensure that the correct amount of sampling supplies have been received on the day of receipt (or very soon thereafter). Please don’t wait until you arrive at the establishment to double check your supplies. By this time, it is too late to correct the issue without rescheduling the collection date. Unfortunately, I’ve seen this occur over and over again. 

The boxes and frozen gel packs together are only designed to hold refrigeration temperature for about 24hrs from the time the gel packs are removed from the freezer and placed in he shipping container. So, you can’t really pack and seal the boxes the day before shipment and be confident that they will arrive at an appropriate temperature without inserting newly frozen gel packs on the day of shipment. The gel packs will loose cooling ability when stored overnight in a box , even when storing that box in the cooler. High risk in summer months. 

Please be sure to review the establishments operational SSOPs, prior to sampling to ensure you don’t break any of their procedures. 




EIAO Sampling, Shipping, or Packaging Issues -2

• Allowing an establishment to drastically shorten its RTE lot size to 
the degree it is no longer representative of routine processing. 

• Collecting samples only on the day of packaging, when there was 
processing, handling, etc., the day before.

• Not understanding the difference between the sampled lot vs. a 
possible implicated lot (see page 4 of Directive 10,240.3).
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Presenter Notes
Presentation Notes
-Your samples MUST be representative of routine processing conditions. An example in Directive 10,240.3 is for an establishment which typically produces over an 8 hour shift could possibly shorten it to 4 hours and still be representative. If they typically produce the product over a shorter period of time, then they could possibly support that a smaller lot size is representative of routine processing conditions.
- Some products are processed over more than one day. For example, they might cut snack sticks apart on one day and then package them the next day. The EIAO misses out on because they didn’t know product was already handled the previous day. Perform due diligence prior to scheduling you sampling. (I provided a lot of example questions to ask in the Preparing for RLm or IVT Sampling presentation.
- The sampled lot is typically everything produced from clean up to clean up. See https://www.fsis.usda.gov/sites/default/files/media_file/2022-03/10240.3.pdf.

Example 1, an establishment may have a big tumbler/cutter which it uses to cut apart sticks.  They collect the sticks at the end of the line and then feed the product into three rollstock machines.  During discussion with establishment, it intended to hold only product from one of the three rollstock machines because they designated the product coming out as 3 different lots. A line includes all of the equipment, personnel, and utensils that contact the RTE product. If you collect FCS samples upstream from packaging (e.g., from the tumbler/cutter)and it tests positive, then all product that went through all 3 packaging machines would be implicated by the positive.

Example 2, let’s suppose an establishment makes a big batch of PLE, RTE product one day, stores it refrigerated, and then packages portions of it on multiple subsequent days. The sampled lot is everything from clean-up to clean-up on the day of packaging. The RTE product source material that was previously produced and stored is a possible implicated lot. Implicated lots are determined by root cause findings and may be defined through investigations by FSIS, other public health agencies, the establishment, or foodborne illness findings. We need some type of evidence to implicate source material or another lot. There’s also an FSIS knowledge article on this https://ask.usda.gov/s/article/askFSIS-Public-Q-A-Identifying-and-Supporting-the-Lot-Definition-for-Ready-to-Eat-RTE-Product




EIAO Sampling, Shipping, or Packaging Issues -3

• Examples of issues with aseptic technique;
• Finger going below the thumb stop on the sponge stick.
• Sponge contact with the lip of the bag when removing or 

replacing sponge.

• Collection related mistakes;
• Not squeezing the broth out of the sponge before removing it 

from the Whirl-Pak bag.
• Not squeezing air out of the Whirl-Pak bag before folding down 

the top.
• Thinking NFCS samples must be collected near the line. 
• Thinking samples must be collected at pre-op. 
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Presenter Notes
Presentation Notes
In moving to virtual only instruction, we’ve lost some important in person training, such as how to appropriately collect swab samples. Remember that a lot of this is about perception. If the establishment observes what they believe to be inappropriate aseptic technique, then they may believe you contaminated a sample that subsequently tests positive. 

So, you might encourage the establishment to point out if you unintentionally break aseptic technique during sampling. Another sample can typically be collected (you should have some extra sampling supplies). This could help avoid criticisms and or appeals after the fact.
Examples of issues with aseptic technique;
Finger going below the thumb stop on the sponge stick. The thumb stop is intended to help you ensure that your fingers do not go beyond the point on the stick that must be re-inserted back into the whirl-Pak bag. 
Sponge contact with the lip of the bag when removing or replacing it (not appropriate aseptic technique). 

Collection related mistakes;
Not squeezing the broth out of a sponge before removing it from the bag and swabbing- will be already saturated.
Should also squeeze the excess air our of a whirl pack bag before closing it. 
Our guidance is to start near the production line and collect moving out. But ultimately, NFCS samples may be collected anywhere in the establishment where RTE products or their ingredients, supplies, spices, etc., are processed, stored, or held, e.g., coolers, smokehouse areas, spice rooms, etc. 
Some samples may be collected at pre-op, but the majority should be collected during routine processing. Pre-op samples may not be necessary. The goal is to find Lm if present. I probably wouldn’t collect any samples at pre-op unless that was my only opportunity to collect from a surface that likely was not cleaned and sanitized effectively because the equipment is disassembled to a degree at this point. If you ask the establishment, they will explain assembly of equipment which may help you determine if pre-op swabs should be collected. 




EIAO Sampling, Shipping, or Packaging Issues - 4

Including samples from more than one line or lot within one unit of 
samples.

• Each unit should be associated with only one line, one production 
lot, and one 430 Alternative.

• If not, leads to confusion when positives are found. 

• Which production lots are implicated by the positive?
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Issues with Forms, Seals, Bar-Coded Labels

• There must be a corresponding form for all samples within each 
shipping container.

• Each form must be signed.

• Each shipping container should be sealed to ensure sample 
integrity, as illustrated in Directive 7355.1, revision 3.
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Presenter Notes
Presentation Notes
Multiple Rlm or IVT samples are typically shipped in each shipping container. Many times, there are multiple types of samples within each box, e.g., both FCS and NFCS samples. There must be a corresponding form for all the samples in each shipping container. Can use printed scans or photocopies. 
At least one page of each form must be signed.
The container seal should be used to seal shipping containers in a way that ensures no one can open the box and remove or tamper with samples without breaking that seal. Everything else in a seal packet are just bar-coded labels intended to help associate a specific sample with a specific form. They are not seals and are not intended to ensure sample integrity. See Directive 7335.1 revision 3 https://www.fsis.usda.gov/policy/fsis-directives/7355.1




DE Broth and Pre-hydrated Sponges 

• DE broth can be held at room temperatures for long periods of 
time, e.g., during sampling.

• Should be refrigerated for long term storage.

• Printed shelf life is dependent on refrigeration.

• Must not be temperature abused. 

• The higher the temperature, the faster DE broth degrades.
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Presenter Notes
Presentation Notes
Please don’t freeze or temperature abuse DE broth or the premoistened sponge sticks. DE broth is stable at typical room temps for long periods of time but degrades in response to high temps. As a rule of thumb, the higher the temperature the quicker the degradation. This degradation is subtle, but is sometimes indicated by a change in color, particulate formation, etc.
Refrigerate DE broth or pre-hydrated sponges for longer term storage. 





Results and Enforcement



Results and Enforcement - 1

• Check LIMS or PHIS for results.

• Inform the establishment of the results and the required corrective 
actions

• If any product sample tests positive, the entire sampled lot is 
adulterated. 

• If a FCS sample tests positive, all product which passed over the FCS 
(the sampled lot) is adulterated.

• If FCS, NFCS, or product test positive for Listeria spp. 

Presenter Notes
Presentation Notes
Results and enforcement are also the same for both RLm and IVT sampling. 

Ensure that establishment has the results ASAP. The appropriate establishment person may not have received the results. 

Any product or FCS sample positive implicates the entire sampled lot. Of course, no adulterated lot should be shipped into commerce because you reminded them that they need to hold all sampled production lots pending acceptable lab results during the entrance meeting. But mistakes sometimes occur. Next. 




Results and Enforcement - Non-Lm Listeria spp.

• Notice 50-24

• Results reported in PHIS not reported in Bites

• Corrective Actions per 416.15

• Product okay to ship

• Indication that sanitation program is ineffective at preventing 
conditions where Lm may be present

Presenter Notes
Presentation Notes
A finding of non-Lm Listeria spp. in a product, food contact surface, or environmental non-food contact surface indicates that the sanitation program is ineffective at preventing conditions where contamination with Lm may occur and may have failed to prevent direct contamination of product resulting in adulteration. Therefore, establishments must take corrective actions per 416.15 (e.g., intensified cleaning and sanitation) to ensure that conditions are addressed to prevent harborage of Lm and cross-contamination to product. Conditions that allow Listeria spp. other than Lm to occupy and thrive in various sites in a production facility, such as on floors, in drains, or in standing water are the same conditions that allow Lm to occupy and thrive in those sites. In addition, if sanitation and employee hygiene practices allow Listeria spp. other than Lm to cross contaminate processing equipment, gloves or aprons of employees, and product then those same practices may allow Lm contamination. 

If sanitation is effective, no type of Listeria spp. should be found in product, on food contact surfaces, or on environmental, non-food contact surfaces in the post-lethality exposed RTE environment. Sanitation is the foundation for an effective Lm control program. 

Repeated Listeria spp. positives (either from establishment screen positive test results or FSIS testing that confirms a Lm or non-Lm Listeria spp.) on product, food contact, or environmental, non-food contact indicate positive Listeria trends in the establishment. The finding of Listeria trends could indicate that the establishment’s Listeria control program is not effective in controlling the presence of Lm in the establishment’s post-lethality processing environment and indicate the need to evaluate the Sanitation SOPs according to 9 CFR 416.14.




Results and Enforcement - 2

Actions in response to adulterated product released into Commerce;

• If FSIS obtains a product or FCS sample positive for Lm and the 
establishment did not hold or maintain control, EIAOs are to 
immediately contact their DO.

• The DO will take appropriate administrative action and contact the 
Recall Management and Technical Analysis Division (RMTAD). 

• As appropriate, FSIS will request a recall or detain the product.

Presenter Notes
Presentation Notes
If you find a FCS or product positive, and the establishment did hold not a sampled lot, immediately contact your DO. The DO is to take administrative action and contact RMTAD. As appropriate, FSIS will request a recall or detain product. But sometimes, a quick EIAO can prevent an official recall because the establishment might still be able to retrieve all of the product, for example from a distributer. However, this would still result in an NR because the establishment prematurely completed their pre-shipment review prior to receiving the lab results.



FSIS Directive 10,240.6

Use of Whole Genome Sequencing (WGS) Results for FSIS Ready to Eat 
(RTE) Sampling Programs. (Published on 01/19/2024). 

“The WGS Directive.”

WGS not performed for non-Lm Listeria spp. results

Presenter Notes
Presentation Notes
FSIS Directive 10,240.6 is a brand-new Directive that was just recently published on Jan 19,2024. It’s all about how to use whole genome sequencing performed on Lm positive results from all RTE sampling programs.



FSIS Directive 10,240.6 - 2

WGS is used to determine whether two or more Lm isolates are related.

The relatedness of Lm isolates is used to determine;
1. If there is evidence of harborage or cross contamination.
2. If an FSIS isolate is “potentially related to a clinical isolate” and 

whether the isolate is of interest to FSIS.

This information is distributed by email in WGS reports, typically sent 7-
14 days after a confirmed Lm positive.

Directive 10,240.6 instructs EIAOs on what to do with this WGS 
information and defines harborage and cross contamination. 

Presenter Notes
Presentation Notes
My goal here is to highlight the information in this directive, not go into depth trying to explain WGS. But there is a hyperlink in this directive to pages about WGS in IPP help.

Briefly, Whole Genome Sequencing is used to determine whether two or more isolates from FSIS positive samples are genetically related. 
If two or more isolates are related, then FSIS uses this information to determine if there is harborage or cross contamination of a particular strain in an establishment.
WGS is also used to determine if an FSIS isolate (from a positive sample) is “potentially related to a clinical isolate” and whether the isolate is of interest to FSIS. There
This WGS information is distributed in Listeria WGS reports sent by e-mail to the DO Biological Information Transfer and E-mail System (BITES) Distribution list, typically, 7-14 days after the confirmed positive.

Incidentally, findings of harborage and cross-contamination can also be found in;
2. the Public Health Risk Evaluation (PHRE) report in the Public Health Information System (PHIS) (under the Further Characterization of Positive Samples for an Establishment tab) that EIAOs access during performance of a PHRE, 
3. and the Quarterly Establishment Information Letters that are sent by e-mail to establishments. 

But relative to Lm sampling, the best place to obtain this information is in WGS reports that are sent to the same distribution lists as the bites emails, for presumptive and confirmed positive sample results.

Directive 10,240.6 instructs EIAOs on what to do with this WGS information and defines harborage and cross contamination. 




FSIS Directive 10,240.6 - 3

Harborage;
• The persistence of Lm in a processing environment over time. 
• When two or more closely related Lm isolates are collected 

from the same establishment over multiple days, weeks, 
months, or years.

Cross-contamination;
• The transfer of Lm among food, FCS, or environmental, NFC 

surfaces. 
• When two or more closely related Lm isolates are collected 

from the same establishment on the same day from product, 
FCS, or NFCS environmental samples.



FSIS Directive 10,240.6 - 4

• FSIS uses allele codes to show relatedness.

• A complete allele code is written as: the organism 
abbreviation, allele code version followed by a dash and a 
series of numbers, called “fields,” distinguished by periods. 

• Allele codes sharing the first 4 fields (5.1.1.2) differ by no 
more than 19 alleles, and those sharing the first 5 digits 
(5.1.1.2.5) differ by no more than 7 alleles.

• FSIS considers isolates from the same establishment that 
have the first 4 digits (fields) of an allele code in common 
to be closely related.

Presenter Notes
Presentation Notes
You saw a version of this previously in Udit’s presentation. But I want to take this information, pair it down to just what you really need to pay attention to, and show you how you can put this knowledge into practice with an acerpt from an actual WGS report. 



FSIS Directive 10,240.6 - 5

840.1.2.19 – found twice in two locations on 7/26/2023 = cross contamination
        - also found previously on 6/13/2017 and 5/15/2023 = harborage

43.2.2.85 - found twice in two locations in 2017, found again on 05/22/2023

Presenter Notes
Presentation Notes
(From Freshy Foods.) Let’s put this into practice. At the top of this slide, you see a portion of an actual WGS report. At first glance, this just looks like a bunch of confusing information. Here’s what you really need to know when looking at these. To determine cross contamination or harborage, all you have to do is to look at the first 4 digits of the allele codes and the collection dates of isolates that share those same first four digits.  
So, using the first 4 digits of the allele code you can see that were two strains of Lm found in this establishment, which I’ve listed at the bottom of this slide.

840.1.2.19 was found in two different sampling locations on the same date, 7/26/203. Actually, these two isolates have 5 digits or fields in common. This just means that they are within 7 alleles of each other while our cut off for being closely related is to be within 19 alleles. Simply stated, they are even more closely related than our cut off requires them to be. The first isolate also has an additional digit or field (4). It doesn’t matter. They are still closely related because they have the first 4 digits of their allele codes in common. It’s best not to over think it. If the first four digits are identical, they are closely related to each other. 

Scanning down the table, you see two more instances of isolates which also have these same first 4 digits in common, one collected on 6-13-2023 and another collected way back on 5/12/2012. This is evidence of harborage because closely related isolates were found in the same establishment over multiple days, weeks, months, or years. This strain of Lm has persisted in this same establishment for over 10 years! It’s actually very common to have resident strains of Lm that have persisted in the establishment for many years. These WGS results show that establishment has failed to control Lm in the post-lethality environment through its sanitation and Lm control programs. We first found it over 10 years ago and we’re still finding it today in multiple locations. 

In fact, this establishment apparently has at east two resident strains of Lm because you will see the other allele code, 43.2.2.85, was first detected in two different locations back in 2017. So at that time, this was evidence of cross contamination of this strain of Lm.  This same strain was found later in 2022. So this is also evidence of harborage of this strain of Lm because it had been previously found in this same establishment years earlier. Furthermore in 2023, this is a really bad finding for this establishment because where as it was previously only found in environmental NCFS back in 2017, this same strain was recently isolated from one of our RTE product sample. This is very clear evidence that there past corrective actions have not been effective in controlling Lm and preventing the adulteration of product. Unfortunately, this is also fairly common. After years of observing WGS data, from my perspective, once FSIS finds Lm in a NFCS location, it just seems to be a matter of time until it eventually shows up in a product or on a FCS. 

However, this 2nd strain (43.2.2.85) wasn’t found during the most recent IVT sampling event in 2013. So we can’t be sure that it still present in this establishment, but I would guess that it is because once Lm has established itself in a plant’s environment, it is nearly impossible to irradiate completely.
 
840.1.2.19 - 7/26/2023 INTENV Crack in floor in front of room, 7/26/2023 INTENV Crack in floor by rear wall, 6/13/2017 INTENV floor crack, 5/15/2012 RLMENVC Drain, underside of table, crack in floor, bottom of air tank, dust Pan.
43.2.2.85 - 5/22/2023 RTEPROD_RAND Turkey wrap, 6/13/2017 INTENV dust pan, 6/13/2017 INTENV cart wheel.

These results confirm what we already know. Long term harborage sites are typically moist areas that are difficult to clean and sanitize effectively. Floors and drains fit this description to a T. So, anything that comes in contact with the floor will often test positive, in this case cart wheels and a dust pan. These examples illustrate how Lm is cross contaminated. It may be harbored in a drain or on the floor, then spread to over places through contact with the floor. The next thing you know the same strain appears on a FCS or in product. 

Water is another possibility. It should be clear now why any standing water in any area of the establishment that ever has RTE product or FCS present is very high risk for Lm cross contamination. You should never ever see standing water in an area of an establishment ever has RTE product or FCS present. Classic example- smokehouse entry exit area I mentioned in the previous presentation.




FSIS Directive 10,240.6 - 6

EIAOs and DO personnel are not to wait for WGS results prior to verifying 
the establishment’s immediate corrective actions to FSIS positive Lm 
sampling results.

Once received, findings of harborage or cross-contamination can be 
used to further demonstrate an establishment’s failure to control Lm in 
the post-lethality environment and to support enforcement.

WGS reports will indicate whether there is potential harborage, cross-
contamination, or both. The report will also indicate whether the FSIS 
isolate is “potentially related to a clinical isolate(s)” and will provide 
further context as to whether the isolate is of interest.

Presenter Notes
Presentation Notes
So let’s get back to directive 10,240.6.

It instructs EIAOs and DO personnel that they are not to wait for the harborage or cross-contamination results or other Listeria WGS results prior to verifying the establishment’s immediate corrective actions. It can take 2 weeks or so after a positive is confirmed by the lab before the WGS results are distributed.
 
However, once the WGS results have been received, FSIS’s findings of harborage or cross-contamination can be used in conjunction with compliance history and FSA findings to further demonstrate an establishment’s failure to control Lm in the post-lethality environment through its sanitation and Lm control programs and can be used to support food safety concerns leading to enforcement action. 

WGS reports will indicate whether there is potential harborage, cross-contamination, or both based on the most recent positive samples. So, you don’t remember how to read allele codes. However, if you do you will have a much better understanding of the history as I’ve illustrated in the previous example. The report will also indicate whether the FSIS isolate is “potentially related to a clinical isolate(s)” and will provide further context as to whether the isolate is of interest to FSIS during subsequent verification or enforcement actions.

Typically, the report will say something one of these FSIS isolates is “potentially related to a clinical isolate(s)” and will go on to say something like A closely related clinical isolate means the product, FCS, or NFCS environmental isolate collected at this establishment is capable of causing human illness, but FSIS can’t determine if the establishment was the cause of the illness without epidemiological information connecting case patients to FSIS isolates.
Subject matter experts will determine whether a clinical isolate is or is not of interest. 



FSIS Directive 10,240.6 - 7

EIAOs and DO personnel are to share the Listeria WGS report with the 
establishment management and are to document the discussion in a 
Memorandum of Interview. 

If an enforcement action was issued prior receipt of the WGS report, the 
DO is to share how the findings in the report further support the 
enforcement action.

Make the establishment management aware of the recommendations in 
the FSIS’ 2014 Lm Compliance Guide.

Presenter Notes
Presentation Notes
More instructions from the WGS directive;

If an enforcement action was issued prior to the Listeria WGS report being sent, the DO is to share how the findings in the Listeria WGS report, including any findings of potential harborage, cross contamination, or potentially related clinical isolates of interest, may further support the enforcement action. 

If an enforcement action was issued prior to the Listeria WGS report being sent, the DO is to share how the findings in the Listeria WGS report, including any findings of potential harborage, cross contamination, or potentially related clinical isolates of interest, may further support the enforcement action. 

When sharing the Listeria WGS report, the EIAO and DO personnel are to make the establishment management aware of the recommendations in the Lm compliance Guide https://www.fsis.usda.gov/sites/default/files/import/Controlling-Lm-RTE-Guideline.pdf






FSIS Directive 10,240.6 - 8

When sharing a WGS report, this Directive instructs the EIAO and DO to make the 
establishment aware of relevant FSIS guidance in the 2014 Lm Compliance Guide 
related to harborage and cross contamination.

• All of the following should be escalated in the event of consecutive positives and 
potential harborage (page 78):
• Determine Listeria trends (page 122).
• Perform a comprehensive investigation (page 122).
• Conduct intensified sanitation (pages 78 and 117). 
• Conduct Employee training - Equipment cleaning  (page 82), product handling 

(pages 74 and 81).
• Conduct intensified sampling (pages 117 and 123).

• Intensified sampling should include collection of product, FCS, and NFCS 
samples. 

Presenter Notes
Presentation Notes
Directive 10,240.6 contains instructions for EIAOs and the DO to make an establishment aware of specific related guidance that can be found in our 2014 Lm Compliance Guide ( https://www.fsis.usda.gov/sites/default/files/import/Controlling-Lm-RTE-Guideline.pdf ) related to harborage and cross contamination. The Directive contains numerous, specific page number references. Many people, both FSIS and industry, overlook this detailed guidance on these pages. 




FSIS Directive 10,240.6 - 9

If DO personnel recommend an enforcement action associated with the RLm or IVT 
sampling, the DO personnel should include the findings of the WGS report in the 
enforcement letter (FSIS Directive 5100.1).

FSIS may determine, based on other findings;
• That the establishment’s food safety system is inadequate to control Lm in the 

post-lethality environment.
• That the Sanitation Standard Operating Procedure is not properly implemented or 

maintained, or 
• The establishment has not maintained sanitary conditions to prevent Lm product 

adulteration (9 CFR 500).

The enforcement letter should include the WGS findings identifying harborage or 
cross-contamination, in addition to the specific compliance history.

Presenter Notes
Presentation Notes
If DO personnel recommend an enforcement action associated with the RLm or IVT sampling, the DO personnel may include the findings in the WGS report in the enforcement letter (FSIS Directive 5100.1). 
If potential harborage or cross-contamination is reported or if a potentially related clinical isolate of interest is reported, FSIS may determine based on other findings (e.g., compliance history and FSA findings) that the establishment’s food safety system (i.e., either the HACCP plan, prerequisite program, or Sanitation Standard Operating Procedure depending on where the Lm control measures are included) is inadequate to control Lm in the post-lethality environment, the Sanitation Standard Operating Procedure (Sanitation SOP) is not properly implemented or maintained, or the establishment has not maintained sanitary conditions to prevent Lm product adulteration (9 CFR 500). The enforcement letter identifying harborage or cross-contamination should include the WGS findings in addition to the specific compliance history. 



FSIS Directive 10,240.6 - 10

• EIAOs are to verify the establishment meets corrective action requirements of 
417.3(a), 417.3(b), and/ or  416.15. 1. 

Presenter Notes
Presentation Notes
Other instructions in this directive include:
In addition to immediate actions to prevent adulterated product from entering commerce, EIAOs are to verify the establishment takes further planned actions to meet the other corrective action requirements per 9 CFR 417.3(a), 9 CFR 417.3(b), or 9 CFR 416.15. 1. 

Again, the big picture concept of this part of this presentation is “where to look things up”. So, I want to point out that there’s a very helpful flow diagram for verifying corrective actions on page 19 of the RTE Directive, 10,240.3, depending on where the establishment has incorporated their Lm control program. https://www.fsis.usda.gov/sites/default/files/media_file/2022-03/10240.3.pdf

When ever you see reference to these three regs relative to the Listeria rule, you should picture or look up this helpful flow diagram (again page 19 of the RTE Directive, 10,240.3). The Listeria rule allows them to include it in their HACCP program, their Sanitation SOP, or as a prerequisite program. Most establishments us their Lm control program as a pre-requisite program.  



FSIS Directive 10,240.6 - 11

• EIAOs are to consider findings of harborage and cross-contamination as part of any 
follow-up verification activities, per FSIS Directives 5100.1 and 5100.3.

• EIAOs are to be aware that repetitive positives indicate previous corrective actions 
were ineffective, and retraining is not sufficient on its own. 

• FSIS will conduct a PHRE;
• May recommend IVT sampling and an FSA per FSIS Directive 5100.4, FSIS Directive 

10,300.1 and FSIS Directive 5100.1, to verify corrective actions.

• Enforcement may result from multiple, recurring non-compliances, ineffective 
corrective actions, multiple adulterant positive results from FSIS testing, or shipping 
adulterated product.

Presenter Notes
Presentation Notes
EIAOs are to consider findings of harborage and cross-contamination as part of any follow-up verification activities as described in FSIS Directive 5100.1 and FSIS Directive 5100.3. 
When verifying corrective actions, EIAOs are to be aware that repetitive positives indicate previous corrective actions were ineffective and retraining alone is not sufficient. 
If the positive sample type from the prior sampling event (RTEPROD, RLm, or IVT) is a product or FCS sample, FSIS will conduct a PHRE and the outcome of the PHRE will likely be to recommend that we verify the establishment’s corrective actions by conducting IVT sampling and an additional FSA.

DO personnel may recommend an enforcement action when an establishment has multiple, recurring noncompliances; implements ineffective corrective actions; receives multiple adulterant positive results from FSIS testing; or ships adulterated product. 
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