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PURPOSE AND SCOPE

The purpose of environmental testing is to verify and/or validate the effectiveness of measures in place to control listeria, including corrective actions. 


PERSONS RESPONSIBLE


FREQUENCY

Each production line should be sampled at least once a month based on CFIA’s Control measures for Listeria monocytogenes in ready-to-eat food Table 2a and Table 3 , with emphasis on food contact surfaces. 

Table 2
	FCS testing frequency per production line according to the relative risk level for the highest risk Category 1 RTE foods: Deli meat products, Hot-dogs, smoked seafood and cooked ready to eat crustaceans Table Note 2

	Production volume Table Note 3
	No antimicrobial agent or post-lethality treatment
	Antimicrobial agent Table Note 4
	Post-lethality treatmentTable Note 5
	Antimicrobial agent and post-lethality treatment

	Very small
	Once per month
	Once every 2 months
	Once every 2 months
	Once every 3 months

	Small
	Twice per month
	Once per month
	Once per month
	Once every 2 months

	Medium
	3 times per month
	3 times every 2 months
	3 times every 2 months
	Once per month

	Large
	4 times per month
	Twice per month
	Twice per month
	Once per month



Very small: up to 100,000 kg of highest risk Category 1 products produced per year

Small: from 100,000 kg to 2,000,000 kg of highest risk RTE products produced per year

Medium: 2,000,000 kg to 6,000,000 kg of highest risk RTE products produced per year

Large: more than 6,000,000 kg of highest risk RTE products produced per year
Table 3
	FCS testing frequency per production line according to relative risk level (RRL) for RTE foods not covered by Table 2

	RTE risk category
	Antimicrobial agent used Table Note 1
	Post-lethality treatment not applied
	Post-lethality treatment is applied Table Note 2

	Category 1
	No
	Once per month
	Once every 2 months

	Category 1
	Yes
	Once every 2 months
	Once every 3 months

	Category 2A
	No
	Once every 3 months
	Once every 6 months

	Category 2A
	Yes
	Once every 6 months
	Once per year

	Category 2B
	N/A
	Once every 6 months
	Once per year




Frequency and Numbers of Environmental Samplings

The following distribution across zones can be used as a guide to determine appropriate sample numbers. The percentages can be adjusted as results and circumstances warrant. 
 
· Zone 1 – 40-60% of sponge/swab samples
· Zone 2 – 20-40% of sponge/swab samples
· Zone 3 – 10-20% of sponge/swab samples
· Zone 4 –  0 -10% of sponge/swab samples 
 
A minimum of ten (10) swabs will be taken per sampling set (production line). 

Scheduling of Sampling 
 
· The day of the week on which samples are collected will be randomized but all days must be tested alternatively over time. 
· The time of sampling will be randomized throughout the production window. 
· The interval between sampling days will be long enough to allow the results of the previous collection to be reviewed and acted upon, if necessary, before collecting the next

Areas to Sample 

Prior to starting the sampling procedure the Trained Designee will review all test sites and determine the sampling order to ensure that Zone 1 sites for all lines are all sampled first (generally at T ≥ 3 hours, i.e. 3 hours or more after start of production), followed by Zone 2 sites. 

All Zone 3 and Zone 4 sites are to be sampled after Zone 1 and Zone 2 sites are sampled on all lines.

Drains are sampled last. The drains in production areas should be sampled before drains in coolers or other areas. Zone 3 drain samples should be taken in the following manner:
· Using a brisk scrubbing motion, wipe the outer grate of the drain with the sponge. 
· Lift the grate and wipe the outer edges and underside of the grate (some drains may require a clean/sterile hook to lift the grate). 
· Place the grate down on a disposable plastic liner and remove the drain basket.
· Wipe the top lip and underside lip of the basket. If a sanitizing puck or ring is present, be very careful to avoid contact with the sanitizing puck or ring. Do NOT sample the bottom or sides of the basket if a sanitizer is present.
· Put the basket aside on a disposable plastic liner.  Wipe the inside edges of the drain itself as far as feasible. 
 

PROCEDURE

A product lot is all RTE product packaged between complete sanitation procedures.  Any re-worked product will be considered in the lot.  

When food contact surface samples are collected for testing, all products that could be implicated by a positive test result will be placed on hold until negative results have been received. 

Tools Required for RTE Areas 
 
· Carrying tub 
· Spray bottle with alcohol sanitizing solution
· Sterile sponges or swabs
· Sterile sample bags
· Sterile gloves
· Report/swab sheets/pen/markers
· Clean hook (to lift the drain grate)


Sponge/Swab area 
 
The swab sample should represent a 10 cm x 10 cm (100 cm2) area, or the entire area for smaller surfaces and for crevices, slots, etc. 

Ensure good coverage by slightly overlapping each successive pass of the sponge/swab. Once the first pass is complete, rotate the direction of swiping 90o and repeat, as illustrated below. 
 
             Initial Pass       				Second Pass 
 
 
 
 
 
 
 
 

Aseptic Product Sampling 
 
· Every effort should be made to avoid contamination of samples during collection. 
· Use aseptic sampling techniques that include, but are not limited to sanitized sample collection areas, sterilized sampling equipment and sterile gloves

Sample Identification 

· Sample units must be clearly labelled and identified to permit good traceability. 
· Write in descriptive terms or number each sample unit directly on the container or a firmly attached label, making sure that the ink cannot be washed off. 


Transportation 

· Place the sponge/swab samples in a cooler with several cold packs and transfer to the lab where samples should be tested within 24 hrs. Make sure it is properly closed to avoid leakage during transport. The samples should be insulated from direct contact with ice packs to avoid freezing
· All samples must be packed to avoid breakage, spillage or cross contamination. 
· Where necessary, containers should be protected by additional packaging material.
· Collected sample units will be transported to the laboratory as promptly as possible.  

Sample Submission

· Routine food contact surface samples will  be tested for Listeria spp or Lm. In an accredited laboratory using approved methods.    
· Follow-up samples must be submitted to an accredited laboratory where they will be tested for Listeria spp. by an approved method. 
· The methods of analysis used must fall within the accredited laboratory's scope of accreditation, or be scheduled for inclusion in the scope of the next Standards Council of Canada audit.


DEVIATIONS

Investigational environmental sample results (see Appenix A -  Example Scenario for more details)
 
Negative 
 
If all of the investigational test results are negative:  

· The finished product placed under quarantine can be released for shipping.
· Follow up on the action plan created during the investigation. 
 
Positive 
 
If any of the Zone 1 swabs collected from the previously positive site on 3 consecutive days are positive, the quality assurance manager will immediately: 
 
· Notify the management team and CFIA Inspector. Further investigation will be started (a “Broader and Deeper Seek and Destroy” must be implemented). “Broader and Deeper” refers to: 
· Investigating areas that have not yet been investigated, including Zones 2 and 3. 
· Investigating equipment in a deeper level of disassembly.
· Challenging cleaning and sanitizing procedures, chemicals, etc. 
 
· Finished product samples collected will be sent to be tested for Lm at an accredited laboratory.
· In order to resume regular production/shipping, the affected line must achieve three consecutive days of negative food contact surface sponge/swab results to verify the effectiveness of the corrective actions.
· Any positive swab result during the three consecutive days of quarantine production will trigger the re-start of the investigational cycle.
· After regular production resumes, enhanced environmental monitoring and attention to GMPs will be implemented.  
 
Follow-up 
 
Within one week after regular production resumes, it is recommended that management conduct a “debrief” to capture lessons learned and update all SOPs as necessary. The lessons learned will be sent to the company’s senior management group. A positive result should also trigger a reassessment of the HACCP system.




Appendix A - Example scenario for positive Listeria spp. result from food contact surface of a Category 1 production line 

Day 0 - Sampling Event #1: 
 
·  Environmental swab taken on a Zone 1 – direct food contact surface.  Sampling areas and production lot recorded.
· Holding product is recommended if feasible in light of shelf-life and capacity to retain product. 
 
Day 1: 
 
· Holding product from Day 1 production on the same line is recommended if feasible in light of shelf-life and capacity to retain product. 
 
Day 2: 
 
· Holding product from Day 2 production on the same line is recommended if feasible in light of shelf-life and capacity to retain product. 
 
Day 3 - Upon receipt of results: 
 
NEGATIVE 
 
· All product that may have been on hold can be shipped under normal protocol.  Continue with routine sampling. 
 
PRESUMPTIVE POSITIVE  
 
· Place product under investigation and hold until confirmed results are received from the laboratory (could be 2-3 days from the initial presumptive positive results). 
· Communicate with the “scheduler” (production personnel) and other levels of staff if needed, that the affected line will resume production under investigation.
· Commence investigation by gathering information as it relates to the potentially affected area.  Verify ability to locate product from Day 0 - 3 and collect product samples from each respective day’s production on that line (n ≥ 5) and place samples on hold. 
· Deep clean the equipment where the presumptive positive result was found, aggressively clean the affected line and area, and conduct regular sanitation in all other areas of the plant.
·  Intensify sampling on lines and area adjacent to the positive location. 
 
Day 4 - First day of production under investigation: 
 
· Start-up the line as per normal procedures with enhanced monitoring of sanitation effectiveness, GMP compliance, and operational practices
· Pack off all production on that line and place product under investigation until confirmed results are received from the laboratory. Hold product pending satisfactory results. 
 
Day 5 - Second day of production under investigation: 
 
NEGATIVE 
 
· All products under investigation are shipped under normal protocol. 
 
RESULTS PENDING 
· If result is still PENDING further confirmation, start-up the line as per normal procedures with enhanced monitoring of sanitation effectiveness, GMP compliance, and operational practices.
· Pack off all production on that line and place product under investigation until confirmed results are received from the lab. Hold product pending satisfactory results from the laboratory. 
 
Day 6 - Third day of production under investigation: 
 
NEGATIVE 
 
· All products under investigation are shipped under normal protocol.

CONFIRMED POSITIVE for Listeria spp. 
 
· Pack off all production on that line and shut down the affected line at the end of the production day. Notify CFIA Inspection staff of the positive result.
· Deep clean the equipment where the positive result was found, aggressively clean the affected line and area, and conduct regular sanitation in all other areas of the plant.
· Take investigative swabs and product samples during “Seek and Destroy“ (investigation) activities to support root cause analysis.
· Inform the “scheduler” (production personnel) and other key personnel if needed, that the affected line will resume production under quarantine. 
 
Day 7 Start of Sampling Event #2 (First day of quarantine production): 
 
· Start-up the line as per normal procedures with enhanced monitoring of sanitation effectiveness, GMP compliance, and operational practices.  Take 10 T = 0 and 10 T ≥ 3 hour-samples upstream, downstream, and on the positive site (All Zone 1 sites).
· Collect finished product samples from the line - sample size is dependent on the company’s risk assessment of the situation (minimum n = 5, maximum n = 60). 
· Place signage to identify quarantined product (yellow caution tape, HOLD tags, etc.).
· Clean and sanitize the line at the end of production as per daily SSOPs.
· Test the affected food contact surface swabs/sponges for Listeria spp. and analyze individually (no composites). 
 
Day 8 and beyond  

· On subsequent days continue to gather finished product samples but do not perform testing until the food contact surface sample results (Day 7) are known and confirmed positive for Listeria spp.
· Test product samples from the day of the second sampling event (Day 7) for Lm.
· Repeat hold and test protocol until three consecutive days of negative results are achieved.   

RECORDS



Sampling Guidelines for FCSs and Category 1 Ready-to-Eat Foods
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Sampling Guidelines for FCSs and Category 2 Ready-to-Eat Foods
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Sampling Guidelines for non-FCSs, especially those in proximity to FCSs, linked to RTE foods in Category 1 and 2
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