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METHOD NAME CATALOG NUMBER ORIGINAL CERTIFICATION DATE
N-Light Listeria spp. 00048-NTR June 05, 2026

PRINCIPLE OF THE METHOD

The NEMIS Technologies N-Light Listeria spp. assay uses synthetic molecules that are designed to detect live bacteria via chemiluminescence. The presence of Listeria spp. is
determined by the relative light units (RLU) reading of the sample. If the sample surpasses the RLU threshold, which is set to 4000 RLU, the sample is deemed positive for the
presence of Listeria spp. The procedure has a streamlined sampling protocol that requires no DNA purification or lysis process. After swabbing and incubating, the end user will
dispense the AquaSpark™ tablet, which contains proprietary chemiluminescent dioxetane molecules, wait 4 minutes, insert the tube into the luminometer and will receive
results in just 10 seconds.

CERTIFIED CLAIM STATEMENT: The N-Light Listeria spp. assay method is certified for the detection of Listeria monocytogenes, Listeria innocua, Listeria ivanovii, Listeria
welshimeri, Listeria seeligeri, Listeria fleischmannii and Listeria marthii within the scope of Tables 1 and 2.

Certified method includes:
1. Luminometer

Table 1. Method performance claims

Enrichment conditions

Matrix Test portion® Broth® Volume Temperature Time Reference method*® Claim¢
Stainless steel 1”7 x 1”7, swab pw N-Light Lis 2 mL 37+1°C 24+1h ISO 11290-1:2017 NSDD
Plastic 1” x 1”7, swab pw N-Light Lis 2mL 37+1°C 24+1h ISO 11290-1:2017 NSDD
Ceramic 1” x 1”7, swab pw N-Light Lis 2mL 37+1°C 24+1h 1ISO 11290-1:2017 NSDD

2 Swabs were premoistened in N-Light Neutralizer.

bpw N-Light Lis = prewarmed N-Light Listeria enrichment broth (18-25°C for 30 min before use)

€1SO = International Organization for Standardization

9 NSDD = No statistical difference detected using SLV study design from OMA Appendix J (2012). The SLV qualitative method comparison study design
from OMA Appendix J (2012) is not intended to demonstrate statistical equivalence in unpaired studies. Expert opinion is that the method is appropriate
for its intended use.

Table 2. Method selectivity

Inclusivity strains Exclusivity strains
Broth? Temperature No. tested No. positive No. tested No. positive
N-Light Lis 37+1°C 65° 64¢ 46¢° 0

@ N-Light Lis = N-Light Listeria enrichment broth
b Comprising Listeria monocytogenes, Listeria innocua, Listeria ivanovii, Listeria welshimeri, Listeria seeligeri,
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Listeria fleischmannii and Listeria marthii
¢ One of three strains of Listeria fleischmannii was negative.
4 Comprising 37 species

Table 3. Method history
No. Date Summary Supporting data
1 June 5, 2026 Original certification Certification Report
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