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. Titre of MP Titre of LP Analyt Site -1 Site -2 Site -3 All sit
The NXTAG® Respiratory Pathogen Panel assay is a qualitative (in vitro diagnostic) test intended for use on the Sample ID |Target Strain ID (TCIDso/mL) Sample ID (TCIDso/mL) Dave op-AloP-B Total oP-A|OP-B Total OP-A|OP-B Total jes
Luminex® MAGPIX® instrument for the simultaneous detection and identification of nucleic acids from multiple Repro-1 Negative N/A N/A N/A N/A Influenza A (H1s) 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 90/90 (100%)
X i X o I afiuenza A—HLoubigpe o/Brisbane/59/07 1 5.2a000 3080000 Influenza A (H1p) 15 | 15 [ 30/30(100%) | 15 | 14 [29/30(96.7%)| 15 | 15 | 30/30(100%) | 89/90(98.9%)
respiratory viruses and bacteria extracted from nasopharyngeal swabs collected from individuals with clinical signs Influenza A (H3) 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 90/90(100%
Repro-2 Ri tory Syncytial Virus A A2 6.44E+00 Repro-10 2.15E+00
and symptoms of respiratory tract infection. (See Figure 1 for the assay workflow.) The organism types and R:‘S:xr:r: yneytiel Ve n 1 SSE:DO 5 1851)1 Influenza A H1A 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 14 |29/30(96.7%) | 89/90(98.9%) |
o : 8 Influenza AH1B 15 | 15 [ 30/30(100%) | 15 | 14 [29/30(96.7%)| 15 | 15 | 30/30(100%) | 89/90 (98.9%)
fl /30 ( ) /30 (96.7%) /30 ) /
subtypes detected by the assay are listed in Table 1. Repro-3 Influenza A-H3 subtype A/Wisconsin/67/05 7-49E-01 Repro-11 2-50E-01 Influenza A H3 15 | 15 | 30/30(100%) | 15 | 14 | 29/30(96.7%) | 15 | 15 | 30/30(100%) | 89/90(98.9%
’ Adenovirus ¢ species G, type 01 9.76E+00 ’ 3.25€+00 Infl B 14 | 15 [29/30(96.7%) | 15 | 15 | 30/30(100% | 15 | 15 | 30/30(100%) | 89/90 (98.9%
Influenza A- 2009 H1IN1 subtype  |A/SwineNY/03/2009 1.66E+00 5.53€-01 o uenza -7%) v
. . repro ooz 1 [ 5 aeero1 Repro-12 S eatr01 iratory Syncytial VirusA | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30 (100%) | 90/90 (100%)
Figure 1. Overall Assay Workflow of the NxTAG Respiratory Pathogen Panel . I WAR strain TW-183 Lo3E01 o 436.02 y Syncytial VirusB_ | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 90/90 (100%)
nfluenza A3 subtype AWissonsinf§7/05 S SiE 0L 536507 C irus 2206 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 14 | 29/30(96.7%) | 89/90(98.9%)
- Repros Respiratory Syncytlal Virus B 18537 4076400 Repro-13 366400 Coronavirus 0C43 15 | 15 [30/30(100%) | 15 | 15 [ 30/30(100%) | 15 | 13 [28/30(93.3%) | 88/90(97.8%)
% a Human Bocavirus® Tyoe 1 L 17Ee03 016402 Coronavirus NL63 15 | 15 [ 30/30(100%) | 15 | 15 [ 30/30(100%) | 15 | 15 | 30/30(100%) | 90/90 (100%)
arainfivenza 3 203 o 33E101 Ceits01 C HKUL 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 12 | 15 | 27/30(90.0%) | 87/90(96.7%)
Repro-6 Coronavirus 0ca3 0C43 (Betacoronavirus 1) |2.156-01 Repro-14 7.156-02 Human 14 | 14 128/30(93.%) | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 88/90(97.8%) |
:. Legionella 5376402 5 126402 [RF 15 | 15 [30/30(100%) | 15 | 15 [ 30/30(100%) | 15 | 15 [ 30/30(100%) [ 90/90(100%)
g Influenza B B/Florida/04/2006 1728400 s 8101 15 | 15 [ 30/30(100%) | 15 | 15 [ 30/30(100%) | 15 | 15 | 30/30(100%) | 90/90(100%)
Repro7 parainfluenza 4A Type 4A 636400 Repro-15 5 54£400 1 15 | 15 | 30/30(100%) | 15 | 13 | 28/30(93.3%)| 14 | 13 | 27/30(90.0%) | 85/90(94.4%)
Mycoplasma s M129 1256402 | 426402 2 14 | 14 [28/30(93.3%) | 15 | 15 [ 30/30(100%) | 15 | 14 [29/30(96.7%) | 87/90(96.7%)
T — Coronavirus NLG3 NLE3 101602 537603 3 15 | 15 [ 30/30(100%) | 15 | 15 [ 30/30(100%) | 15 | 14 |29/30(96.7%) | 89/90(98.9%)
-y p Repro-8 Coronavirus HKUL* USA/HKU1-12/2009-2010  |4.71E+04 Repro-16 1.576+04 4A 13 | 15 128/30(933%) | 14 | 15 A 29/30(96.7%)1 15 | 15 | 30/30(100%) | 87/90(96.7%) |
5 § Human 1A10-2003 415601 1 38E.01 48 15 | 15 [30/30(100%) | 14 | 15 [29/30(96.7%) | 15 | 15 [ 30/30(100%) | 89/90(98.9%)
n Parainfiuenza 2 Greer 1616400 536601 Human Bocavirus 14 | 15 [29/30(96.7%) | 15 | 15 [ 30/30(100%) | 15 | 15 [ 30/30(100%) [ 89/90(98.9%)
Repro-9 Parainfluenza 48 CH 19503 1.836+00 Repro-17 6.096-01 C! 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 50/90(100%) |
Coronavirus 229€ 0C229E 3.226-02 1.076-02 14 | 15 |29/30(96.7%)| 15 | 15 | 30/30(100%) | 15 | 15 | 30/30(100%) | 89/90(98.9%)
. MP: Moderate Positive (3xLoD); LP: Low Positive (LoD). * Titer in Copies/mL; # Titer in CFU/mL; § Titer in CCU/mL
Table 1. Targets Detected by the NXTAG Respiratory Pathogen Panel . .
=i Table 5. Targets Detected as NEGATIVE in Negative Samples
Vfllra Targets : — pa— Site-1 Site-2 Site-3 po—
Influenza A Coronav!rus 229E A en.ovlrus ReSUltS Total Total Total
Influenza A H1 Coronavirus OC43 Parainfluenza 1 Influenza A (H1s) 30/30 (100% 30/30 (100% 30/30 (100%) 90/90 (100%)
Influenza A H3 Coronav!rus NLE3 Pa ra!nfluenza 2 A total of 90 data points (30 runs x 3 replicates) were generated for each of the 17 samples. Call agreement for Influenza A (H1p) 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100%
Influenza B Coronavirus HKU1 Parainfluenza 3 targets detected at Moderate Positive dilution level (3xLoD), at Low Positive dilution level (1xLoD) and Negative Influenza A (H3) 30/50 (100% 30/30 (100% 30/50 (100% 90/90 (100%
Ao oD I = =T ooy | oo | souy o
. N . . . . . samples are summarized in Tables 3, Table 4 and Table 5, respectively. An analysis of variance was also performe nfluenza %)
Resplrat(jry Syncytial Virus B Rhinovirus/Enterovirus Human Bocavitus to assess four sources of variance: site, operator, day, and error (analysis not shown). Influenza A H3 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100%
Bacterial Targets : site, op a2y, ¥ - Influenza B 30/30 (100%, 30/30 (100%) 30/30 (100% 90/90 (100%
Chl dophil Mycop pneumoniae Respiratory Syncytial Virus A 30/30 (100%; 30/30 (100%) 30/30 (100%; 90/90 (100%,;
Respiratory Syncytial Virus B 30/30 (100% 30/30 (100%) 30/30 (100%, 90/90 (100%,
Table 3. Targets Detected at Moderate Positive Dilution Level (3xLoD) EOFO"H"?’“S 229 igﬁg iggf ;ggg ggg‘ﬁ iggg gggfi gggg gggfi
oronavirus 6 2 A A
_— N ® . - - -
The objective of the study was to assess the total variability of the NXTAG® Respiratory Pathogen Panel Analyte Site-1 Site-2. Site-3 T Coronavirus NL63 30/30 (100% 30/30 (100% 30/30 (100%) 50/90 (100%)
assay across study sites, testing days, and operators/instruments. Total Total Total Coronavirus HKU1 29/30 (96.7%) 30/30 (100%) 30/30 (100%) 89/90 (98.9%)
Influenza A (H1s) 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100%) Human Metapneumovirus 30/30 (100%; 30/30 (100%) 30/30 (100%) 90/90 (100%)
Influenza A (H1p) 30/30 (100:4) 30/30 (100:4) 30/30 (100:4) 90/90 (100%) Rhinovirus/Enterovirus 30/30 (100%, 30/30 (100%) 30/30 (100%) 90/90 (100%)
Influenza A (H3) 30/30 (100%) 30/30 (10074) 30/30 (100%) 90/90 (100%) | Adenovirus 30/30 (100%; 30/30 (100%) 30/30 (100%) 90/90 (100%)
Influenza A H1A 30/30 (100% 29/30 (96.7% 30/30 (100% 89/90 (98.93/ T 30/30 (100% 30/30 (100% 30/30 (100%) 90/90 (100%)
Influenza A H1B 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100f > 30/30 (100% 30/30 (100% 30/30 (100%) 50/90 (100%)
aterials and ethods :: 32:2:”3 iggg ﬁggz’ iggg ﬁggz’ iggg ﬁggz’ gggg ﬁggﬁ— Parainfluenza 3 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100%
IVI Wl . J Syncytial Virus A 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100%) | Parainfluenza 4A 30/30(100% 30/30 (100%, 30/30 (100%; 90/90 (100%;
e alVine s 30/30 (100% 30/30 (100% 30/30 (100% 90/50 (100% 4B 30/30 (100%; 30/30 (100%, 30/30 (100% 90/90 (100%,
The sample set for the reproducibili was of 17 unique un-extracted contrived samples Y Syncytial Virus > Human Bocavirus 30/30 (100%, 30/30 (100%) 30/30 (100%, 90/90 (100%,
Coronavirus 229€ 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100% A _ 4
(Table 2): 1 negative sample (Repro-1), 8 moderate positive multi-analyte samples (3xLoD, samples 2 - 9), and 8 low Coronavirus OC43 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100%) ﬂ“’”m);d‘”’h”” pneumoniae igﬁg igg;“ :ggg ﬁgg: iggg ﬁgg;“; gggg ﬁgg;“;
- - . i Coronavirus NL63 30/30 (100%) 30/30 (100% 30/30 (100% 90/90 (100%) ycoplasma pneumoniae J L J J
positive multi-analyte samples (1xLoD, samples 10 - 17). All pathogen targets were contrived in Universal Transport Coronavirus HKUL 30/30 (100%) 30/30 (100% 30/30 (100% 50/90 (100%
Medium (UTM) from high-titre pathogen stocks from commercial suppliers except for targets that were not Human imovirus 29/30 (96.7%) 30/30 (100%] 30/30 (100%] 89/90 (98.9%) c I .
commercially available, i.e., Coronavirus HKU1 and Human Bocavirus. Clinical with known Rhi"D"if“'s/E"‘e“"’"us 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90(100%) | onclusion
o i X K . . Adenovirus 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100%
identities were used in these cases. Sample extractions were performed using the NucliSENS® easyMAG Parainfluenza 1 30/30 (100%, 30/30 (100%, 30/30 (100%, 90/90 (100%) The NXTAG® Respiratory Pathogen Panel assay is reproducible across study sites, testing days, and
(bioMérieux) automated system. Parainfluenza 2 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100% )
Parainfluenza 3 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100%) operators/instruments.
- . . . . Parainfluenza 4A 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100%)
Reproducibility was evaluated across 3 sites with two operators at each site. Each assay run consisted of the 17 Parainfluenza 48 30/30 ;100% 30/30 ;100% 30/30 ;100% 50/90 Eloa%) The largest contributor to variability was predominantly “error”, which referred to variance not uniquely assignable
samples tested in triplicate, and the run was performed on 5 non-consecutive days, for a total of 30 runs (3 sites x 2 Human Bocavirus 30/30 (100% 30/30 (100% 30/30 (100% 90/90 (100%) to one of the other three sources or represented a combination of 2 to 3 of the assignable sources. The variability
operators x 5 days). cl i 30/30 (100% 30/30 (100%) 30/30 (100% 90/90 (100%) _— “ " .
P ys) My 30/30 (100%) 30/30 (100%) 30/30 (100%) 90/90 (100%) contribution from the “operator” was minimal.

For In Vitro Diagnostic Use. Products are region specific and may not be approved in

I Luminex at supp

m to obtain the

for your country of residence.



