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and diagnosis of Chlamydlia trachomatis (CT) and Neisseria gonorrhoeae (NG) infections in urine and both swab matrices across . storage
. . . . . . o . . _ . * Integrated Operation: Automates all steps of molecular of room
symptomatic/asymptomatic patients from urine and swab matrices. The NeuMoDx CTNG Test is CEIVD certified for use with urine specimens the NeuMoDx 288 and NeuMoDx 96 systems to characterize diagnostics starting from raw clinical specimens to temperature
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NeuMoDx CTNG Test on the medium throughput, bench-top NeuMoDx 96 System as well as across additional specimen types such as vaginal inclusivity, impact of interfering substances, cross-contamination, - True Random Access: Ability to mix specimen types and enables easy
: . : : : : : : . : fests on demand
and endocervical swabs. Results of verification of these studies in both urine and swalb matrices on both NeuMoDx Platforms are presented here. specimen stability, and turnaround time (TAT). ; . High Throughput: ~300 DNA fests in an 8 hour shift for operation.
, the N288, ~150 DNA tests in an 8 hour shift for the N96
9 e, * Fast Time to First Results: ~60 min
™ * Continuous Loading: Specimens and Reagents can be
a loaded/unloaded at any time <
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} R ES U LT S The NeuMoDx CTNG Test demonstrated a Limit of Detection of 9 EB/mL for CT and 5 cells/mL for NG in urine, and 20 EB/mL for CT and 5 cells/mL for NG in swalbs with excellent inclusivity across O N288, 96 samples for the N96 g‘;’r‘i’:";e";"c
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the 15 CT serovars and ~10 NG isolates. The sensitivity of each target (CT or NG) was maintained in the presence of high target concentration (1E6 cells/mL or EB/mL) of the other target (NG or CT) < mnanagement of Ashutiniriieies reagents / cap?ble of
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demonstrating the robustness of the assay. 100% specificity was observed across ~113 phylogenetically similar or co-habiting pathogens; and the test demonstrated no adverse effect in the presence of ~150 endogenous/ LOAD INITIATE TESTING WITH TWO RESULT IN . L’?T)gl In-Use STheh‘ life: On-board room temperature ipndependegn’r
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exogenous inferfering agents or pathogens. The NeuMoDx CTNG Test demonstrated excellent precision across 3 instruments over 12 days test days, as well as excellent reproducibility across multiple reagent lots. Time to first SPECIMENS ON-SCREEN SELECTIONS 60 MINUTES . Real-time PCR: Five-color fluorescence detection offers S rocasting and
results was only 60 minutes enabling delivery of rapid results for emergency samples and the specimens were stable for at least 24 hours on board the worktable of the instrument enabling walkaway operation. real-time PCR multiplexing ability real-time PCR.
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32 24 24 100% 19 24 24 100% COPIeS .Of DNA (10 ng/mL) WEre Trichomonas 1 ® Specimen Stability of the NeuMoDx CTNG Test-Vaginal Swab Table 9. The stability Of the were compared to outside . . : .
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4 >3 19 83% 4.5- 26 0.3 >4 >3 96% (0.28, 0.28) _ . And other bacteria| 51 Timepoint #Positive #Negative #Positive #Negative #Positive #Negative timepoints to assess test -
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. LoD = 7 EB/m[with 95% C 2 LoDle . LoD = 0.28 cells/mL[with 95% C of farget (~3X LoD), was not | | | | . 5 |30Days| 32/32 0/32 32/32 0/32 0/16 16/16 up-to-date assay definition a specificity of 997%. The
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. " s L B o The performance of the . vaginal and endocervical 1 Time O 32/32 0/32 32/32 0/32 0/16 16/16 accuracy after sample storage Swab samples Were analyzed *12 of these specimens were a part of a contrived panel. *46 of these specimens were a part of a contrived panel.
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CT Serovar NG Clinical Isolate (ATCC #) negative clinical urine and UL . : Studies to assess specimen 1 Time O 10/10 10/10 10/10 10/10 0/10 10/10 aceuracy after sample storage specificity of 987% for al Sensitivity = 100% 95% Cl (83.4-100%) Sensitivity = 100% 95% Cl (91.3-100%)
NeuMoDx CTNG Test Limit of Detection NeuMoDx CTNG Test Limit of Detection A 49981 swab matrix, with Swab 3x LoD  10x LoD stability beyond 30 days are 2 4 Days 10/10 10/10 10/10 10/10 0/10 10/10 at 2-8°C. swab fypes combined. The Specificity = 100% 95% Cl (96.5-100%) Specificity = 98.1% 95% Cl (92.8-99.7%)
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0 48 0 0% ' Table 5. Limit of Detection of the NeuMoDx substance concentrations with CTNG targets at 3x LoD and 10x LoD in the presence of the urine were run on two different NeuMoDx Molecular Systems. Elapsed NOOOOO05 Timer 0.00 0.58.42 59 min Positive n=8 The NeuMoDx CTNG Test provides an extremely easy to use, reliable, low-cost, and rapid method for detection and differentiation of CT and NG directly
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